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Philip Ross

to:

Dennis Edwards

03/03/2011 09:46 AM

Ce:

Chris Kaczmarek, Joan Harrigan-Farrelly, Tracy Lantz

Hide Details

From: Philip Ross/DC/USEPA/US

To: Dennis Edwards/DC/USEPA/US@EPA

Ce: Chris Kaczmarek/DC/USEPA/US@EPA, Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA

Secunty:

To ensure privacy, images from remote sites were prevented from downloading. Show Images

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release

-al information may be entitled to confidential treatment*

Philip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

+3onpoad YIoM A3UI0)V ;. ¢, UONIEITUNWIUWIO) JUII[I-AIUI0))E PISIIALI] . ‘L IANBIIQI[OP [CWIU],,

3
file://C:\Documents and Settings\tlantz\Local Settings\Temp\notes87944B\~web3642 hitm RATZIOOT



Page 2 of 3

To: Philip Ross/DC/USEPA/US@EPA

From: Dennis Edwards/DC/USEPA/US

Date: 03/02/2011 05:50PM

Cc: Chris Kaczmarek/DC/USEPA/US@EPA, Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA

Subject: Re: o

Phil

Dennis

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrobials Division
703-308-8087

BPhiIip Ross---03/02/2011 12:55:24 PM---Attorney Client Communication Attorney Work
Preduct

From: Philip Ross/DC/USEPA/US

To: Dennis Edwards/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Joan Harrigan-
Farrelly/DC/USEPA/US@EPA

Cc: Chris Kaczmarek/DC/USEPA/US@EPA

Date: 03/02/2011 12:55 PM

Subject:

4
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Phil

Phiiip J. Ross

United States Environmental Protection Agency
Office of General Counsei

Pesticides and Toxic Substances Law Office
202-564-5637
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Uennis Edwards to: Philip Ross 03/02/2011 05:50 PM

Phil

Dennis

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrobials Division
703-308-8087

Philip Ross Attorney-Client Communication Attorney Waork P... 03/02/2011 12:55:24 PM
From: Philip Ross/DC/USEPAMUS
To: Dennis Edwards/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Joan
Harrigan-Farrelly/DC/USEPA/US@EPA
Cc: Chris Kaczmarek/DC/AUSEPA/US@ERA
Date: 03/02/2011 12:55 PM
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Phil

Philip J. Ross

United States Environmental Protection Agency
Office of Generai Counsel

Pesticides and Toxic Substances Law Office
202-564-5637
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RE: 1706-EUN chem review 2/17 Ammonium suffate
Mann, Juliana to: Tracy Lantz 03/02/20t1 03:02 PM

H1 Tracy,
The emall was received and we will have a response to you by 3/14.

Thanks,
Juli

Juli Mann | Paralegal Specialist | Steptoe & Johnson LLP |1330 Connecticut
Avenue, NW | Washington, DC 20036-1795 | Phone: 202-429-3095 | Fax:
202-429-3902 | jmann@steptoe.com

This email may contain information that is privileged, confidential, or
otherwise protected from disclesure. If you have received this email in error,
do not copy, distribute, save or otherwise use. Please notify the sender
immediately at jmann@steptoe.com.

----- Original Message-----

From: Lantz.Tracy@epamail.epa.gov [mailto:Lantz.Tracy@epamail . epa.gov]
Sent: Wednesday, March 02, 2011 2:42 PM

To: Mann, Juliana

Co: Noble.Velma@epamalil.epa.gov; Edwards.Dennisg@epamail.epa.gov
Subject: Fw: 1706-EUN chem review 2/17 Ammonium sulfate

Please confirm that you received this message and will reply by 3/14.
{Embedded image moved to file: picl5120.-5pg}

----- Forwarded by Tracy Lantz/DC/USEPA/US on 03/02/2011 02:41 PM -----

From: Tracy Lantz/DC/USEPA/US

To: "Mann, Juliana" <JdMann@steptoe.coms>

Ce: Velma Noble/DC/USEPA/US@EPA, Dennis Hdwards/DC/USEPA/US@EPA
Date: 02/28/201% 07:39 AM

subject: Fw: 1706-EUN chem review 2/17 Ammonium sulfate

Dear Juli,

Please see the attached product chemistry review for 1706-KEUN.

Address the concerns identified by our chemist: chemical incompatibility and
information regarding leak/spill cleanup need to be addressed via the product
label.

Please provide this information by 3/14 via pdf. If vou will be unable to
provide this information by this date, please contact me as soon as possible.

Thanks
{Embedded image moved to file: pic23917.jpg)

----- Forwarded by Tracy Lantz/DC/USEPA/US on 02/27/2011 11:06 PM -----

From: cts/ots/QP/USEPA/US@RERPA
To: Tracy hLantz/DC/USEPA/US@EPA



Date: 02/24/2011 06:12 PM
Subject: 1706-BUN chem review 2/17 Ammonium sulfate

Please open the attached document. This document was digitally sent to you
using an HP Digital Sending device. {See attached file:
[Untitled] .pdf)



Fw: 1706-EUN chem review 2/17 Ammonium suifate
Tracy Lantz to: Mann, Juliana 03/02/2011 02:42 PM
Cc: Velma Noble, Dennis Edwards

Please confirmihat you received this message and will reply by 3/14.

A
«J fuu/ﬁ oﬁcﬁ

Tracy Lantz
Regulatory Team 31
Antimicrobials Division
U. 8. Environmental Protection Agency
Phone: (703) 308-6415
FAX: (703) 3088481
- Forwarded by Tracy Lantz/DC/USEPA/US on 03/02/2011 02:41 PM ——

From; Tracy Lantz/DC/USEPA/US

To: "Mann, Juliana" <JMann@steptoce.com>

Cc: Velma Noble/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA
Date: 02/28/2011 07:39 AM

Subject. Fw. 1708-EUN chem review 2/17 Ammonium sulfate

Dear Jul,

Please see the attached product chemistry review for 1706-EUN.
Address the concerns identified by our chemist: chemical incompatibility and information regarding
leak/spill cleanup need to be addressed via the product label.

Please provide this information by 3/14 via pdf. If you will be unable to provide this infarmation by this
date, please contact me as soon as possible.

Thanks

A

Tracy Lantz
Reguiatory Team 31
Antimicrobials Division
U. 8. Environmentai Protection Agency
Phone: {703} 3086415
FAX: (703) 3088481
—-- Forwarded by Tracy Lantz/DC/USEPA/US on 02/27/2011 11:06 PM —-

From: cts/cis/QP/USEPA/US@EPA

To: Tracy Lantz/DC/USEPA/US@EPA

Date: 02/24/2011 06:12 PM

Subject: 1706-EUN chem review 2/17 Ammonium sulfate

10



Please open the attached document. This document was digitally sent to you

using an HP Digital Sending device. [Untled]pdf
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Dennis Edwards to: Velma Noble, Melba Morrow, Tracy Laniz 02!28!201_1 07:41 PM

—-- Forwarded by Dennis Edwards/CC/USEPA/US on 02/28/2011 07:40 PM -—---

From: Philip Ross/DC/USERPA/US

To:
Cc:

Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Leslye Fraser/fDC/USEPA/US@EPA
Bill Diamend/DC/USEPA/US@ERA, Brenda Mosley/DC/USEPA/US@EPA, Chris
Kaczmarek/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA, Don
Lott/DC/USEPA/US@EPA, Jennifer Mclain/DC/USEPA/US@EPRA, John
Ruggero/DCIUSERPA/US@EPA, Kim Wilson/DC/USERPA/US@EPA, Rosemarie
Kelley/DC/USEPA/US@EPA, Steven Bradhury/DC/USEPA/US@EPA

Date: 02/28/2011 05:20 P

Subject:

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release

Joan--

Phil

Philip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

soontiarigonorcty [N o220t o510 e

From: Joan Harrigan-Farrelly/DC/USEPA/US

To: Philip Ross/OCC/USEPA/US@ERA, Steven Bradbury/DC/USEPA/US@ERA, Jennifer
Mclain/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA

Cc: Kim Wilson/DC/USEPA/US@EPA, Brenda Mosley/DC/USEPA/USE@EFA, Chris
Kaczmarek/DC/USEPA/USEEPA, Don LottyCC/USEPA/US@EPA, John
Ruggero/DC/USEPA/US@EFRA, Rosemarie Kelley/DC/USEPA/USEEFA, Bill
Diamond/CC/USERA/US

Date: 02/28/201105:10 PM

Subject:

£39npoad YIom A3u10}}V ;. ¢, UOIIRITUNWIWIOD JUI[I-AIUI0})E PISIIALL] . ©: AT BIIQI[IP [RUIU],,
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Joan
Joan

Sent by EPA Wireless E-Mail Services
Philip Ross

----- Original Message -----

From: Philip Ross

Sent: 02/28/2011 04:52 PM EST

To: Steven Bradbury; Joan Harrigan-Farrelly; Jennifer Mclain; Dennis
Edwards

Co: Kim Wilson; Brenda Mosley; Chris Kaczmarek; Don Lott; John Ruggero;
Philip Ross; Rosemarie Kelley

Subiject:

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release

Steve, Joan, Jennifer, and Dennis:

Phil

Philip J. Ross

United States Environmental Protection Agency
Cffice of General Counsel

Pesticides and Toxic Substances Law Office
202-564-5637

~—- Forwarded by Philip Ross/DC/USEPA/US on 02/28/2011 04:4t PM -

From: Kim Wilson/DC/USEPA/US
Tou Kim Wiison/DC/USEPAMIS@EPA
Ce Brenda Mosley/DC/USEPA/USEEPRA, Chris Kaczmarel/DC/USEPA/US@EPA, Don

Lot/DC/USEPA/US@EPA, John Ruggero/DC/USEPA/US@EPRA, Phitip
Ross/DC/USEPA/US@EPA, Rosemarie Kelley/DC/USEPA/US@EPA
Date: 0272872011 04:35 PM

Subject:

22
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Kimberly Wilson, Attorney-Advisor

U.S. Environmental Protection Agency, Office of Civil Enforcement

Waste and Chemicai Enforcement Division, Pesticides and Tanks Enforcement Branch
phone: 202-564-5607, fax: 202-564-0022

CONFIDENTIAL LEGAL COMMUNICATION / WORK PRODUCT: The information transmitted Is infended only for
the person or entity fo whom it is addressed, and may confain privifeged and confidential attomey-client
communications and/or confidential attomey work praduct. If you receive this message in errar, please send a reply
e~maif fo the sender and defefe the material from any and alf computers. Unintended transmissions shall not
constitute waiver of fhe atfomey-client or any other privifege.

Kim Wilson A 02/28/2011 04:26:26 PM
From: Kim Wilson/DCIUSEPA/US
To: Philip Ross/DCIUSEPA/US@EPA, Chris Kaczmarek/DCIUSEPA/USEEPA
Cc: Rosemarie Kelley/DC/USEPA/US@EPA, Don LottyDC/USEPA/US@EPA, John
Ruggero/DC/USEPA/US@EPA, Brenda Mostey/DC/USEPA/US@EFA
Date: 02/28/20t1 04:29 PM

Subject:

Phil and Chris,

Speak to you soon,

Kimberly Wiison, Attormey-Advisor

U.S. Environmental Protection Agency, Office of Civil Enforcement

Waste and Chemical Enforcement Division, Pesticides and Tanks Enforcement Branch
phone: 202-5664-5607, fax: 202-564-0022

CONFIDENTIAL LEGAL COMMUNICATION / WORK PRODUCT. The information fransmitted is infended only for
the person or entity to whom i is addressed, and may contain priviteged and confidential affomey-client
communications and/or confidential attomey work product. If you recelve this message in error, please send a reply
e-ralf fo the sender and delete the material from any and alf comptters. Uninfended fransmissions shall not
consltifufe waiver of the aftomey-client or any other privifege.,

23

x3onpoad d10m £3UI0))Y ;. ¢, UONEINUNUIWOD JUI[I-AIU10))€ PITI[IALL] . ‘xIANBIIQI[IP [BUINU],



et Fw: 1706-EUN chem review 2/17 Ammonium sulfate
L@M—l Tracy Lantz to: Mann, Juliana 02/28/2011 07:39 AM

Cc: Velma Noble, Dennis Edwards

Dear Juli,

Please see the attached product chemistry review for 1706-EUN,
Address the concerns identified by our chemist: chemical incompatibility and information regarding
leak/spill cleanup need to be addressed via the product label.

Please provide this information by 3/14 via pdf. If you will be unable to provide this information by this
date, please contact me as soon as possible.

Thanks

A

Tracy Lantz

Reguiatory Team 31

Antimicrobials Division

i), 8. Environmental Protection Agency
Phona: (703) 308-6415

FAX: (703) 308-8481

—-- Forwarded by Tracy Lantz/DCAISEPA/US on 02/27/2011 11:06 PM -—--

From: cts/cts/QP/USEPA/US@EPA

To: Tracy Lantz/DC/USEPA/US@EPA

Date: 02/24/2011 06:12 PM

Subject; 1706-EUN chem review 2/17 Ammonium sulfate

Please open the attached document. This document was digitally sent to you

using an HP Digital Sending device. [Unttledjpdf

24



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

j;%i‘i‘i’%m Office of Peslicide Programs

Antimicrebials Division (AD)

February 17, 2011

DP BARCODE: 385697

MRID: 483408-01 thru 483408-04
SUBJECT: Naice 60620

{Name of Product)

File Symbol.: 1706-EUN

DOCUMENT TYPE: Product Chemistry Review

Manufacturing-use [ ] OR End-use Product [X]
INGREDIENTS:
PC Code(s) CAS Number Active Ingredient(s}:
005601 7783-20-2 Ammonium suifate
TEST LAB(s): Case Consulting Laboratories, inc.
SBC Laboratores, Inc.
SUBMITTER: Naico Company
GUIDELINE: Product Chemistry Group A and B

ORGANIZATION: AD\PSBI\CTT
REVIEWER: Eari Goad
APPROVER: Karen P. Hicks
APPROVED DATE: February 17, 2011

COMMENT:

25



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

s Office of Pesticide Programs

£

Antimicroblails Division {AD)

February 17, 2011

MEMORANDUM

SUBJECT:

CODE:

DATE DUE:

FROM:

THRU:

TO:

Applicant;

Product Chemistry Review for EPA File Symbol: 1706-EUN
Product Name: Nalco 608620
DP Barcode: 385687

{A380) New Al, Food Use, With Exemption, fzp\\
No Fee: Linked {o PRIA Apglication ’],\
April 18, 2011 :

Earl Goad, Biologist -
Chemistry and Toxicology Team

Product Science Branch

Antimicrobials Division {7510F)

Karen Hicks, Team Leader
Chemistry and Toxicology Team
Product Science Branch
Antimicrobials Division (7510P)

Velma Noble PM#3 1/Tracy Lantz
Regulatory Management Branch |
Antimicrobials Division (V510P)

Nalco Company

PRODUCT FORMULATION FROM LABEL.

Active |ngredient(s): % by wt.

Ammonium sulfate 20.0
Other Ingredient(s): 80.0
Total: 100.0

1706-EUN_D385697_Nalco 60620
Page 2 of 9

26



BACKGROUND:

On behalf of Nalco Company, Steptoe & Johnson, LLP has submitted an application for
registration of a new end-use product, Nalco 80620. The product is produced by an
integrated formulation system (i.e., the product contains an active ingredient that is not
an EPA-registered product). This product is to be used in conjunction with a solution of
sodium hypochlorite to produce a stabilized chiarine solution within their OxiPro®
delivery system. The resulting active ingredient created is for use in controlling bacteria,
algae, and fungi in pulp and paper mill water systems.

The data package included the following documents dated December 23, 2010;
Letter from the applicant’s representative to EPA.

EPA Form 8570-1 (Application for Pesticide).

Confidential Statement of Formula (CSF) for the basic formulation, dated
December 23, 2010.

EPA Form 8570-35 (Data Matrix).

Draft jabel

Five study documents (MRID 483408-01 through 483408-04).

Revised draft label dated February 11, 2011

Nons WM

Note: The data package also included a document prepared by McKenna Long &
Aldridge LLP, regarding the registration of certain ammonia products. CTT believes this
was provided as regulatory background material which is not considered as subject to
product chemistry review.

FINDINGS: A detailed review breakdown may be found in Product Chemistry Review |, |i
and in Table A and B starting on page 4. items listed here provide additional comments
and items which must be addressed.

1. Confidential Statement of Formula: The basic CSF dated September 23, 2010 is
acceptable.

2. Product Label: Labeling recommendations.

a. Under the new "Physical or Chemical Hazards” section of the product
label, place a statement regarding the incompatibility of the product with
other chemicals (e.g., strong oxidizers, acids, bases, nitrates, and
hypochlorites).

b. Add the heading "Physical or Chemical Hazards” immediately beneath
the “Environmental Hazards® section of the product label.

¢. Under the "Pesticide Storage” section of the product label, add
instructions that specify what to do if the product leaks or spills from the
product container,

1706-EUN_D385697 Nalco 60620
Page 3 of 9
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3. Product Chemistry Group A and B

a. Product Chemistry Group A. OPPTS 830.1750 (Cerlified Limits) a signed
cerlification statement must be provided, as requested under OPPTS
830.1750(g).

b. Product Chemistry Group B

i. OPPTS 830.6314 (Oxidation/Reduction: Chemical Incompatibility}
study is waived based upon known chemical incompatibilities of
urea with other chemicals. Chemical incompatibilities must be
listed on the product label. See Product Label FINDINGS #2 a.
{above)

ii. OPPTS 830.6317 (Storage Stability) and OPPTS 830.6320
{Corrosion Characteristics) study. The agent for the registrant
reports that this study is in process and will be reporied to the
Agency upon completion.

CONCLUSION:

The basic CSF dated December 23, 2011 is found to be acceptable as submitted.
Several [abeling revisions are recommended. Additionally, issues have been identified
in both product chemistry group A and group B,

1706-EUN_D385697_Nalco 60620
Page 4 ¢f' 9
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PRODUCT CHEMISTRY REVIEW

CONFIDENTIAL STATEMENT OF FORMLUILA

a. Type of formulation and source registration:

+ Non-integrated formulation system Yes [ ] No [X]
¢ Are all TGAls used registered? Yes|[ ] No [X]
» [ntegrated formulation system Yes [X] No {X]

+ f*ME-TOO,” specify EPA Reg. No. of existing product:

b. Clearance of inerts for non-food or food use:
The product is cleared for food use under 40 CFR §§180.940 and
180.950.

Yes [ ] No[]
Note: The product consists of [ NG V-
intended for food use.
¢. Physical state of product: Liquid

d. The chemical IDs and analytical information {including that for the TGAIs),
density, pH, and flammability are consistent with that given in 830 Series, Group
B.

Yes [X] No [X]
e. The NCs and CLs are acceptable. Yes [X] Nol ]
f. Active ingredient NC LCL UCL
(%) {%) (%)
Ammonium sulfate 20.00 19.0 21.0

g. For products preduced by an integrated formulaticn system:

+ Do all impurities of toxicological significance have a UCL?
Yes|[ | Nol[ ] Not applicable [X]

+ Have all impurities of 2 0.1% in the product been identified?
Yes{ ] Nel ] Not applicable [X]

1'706-EUN_D385697 Nalco 60620
Page 5 of 9
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1

PRODUCT L ABEL

a. The active ingredient statement {chemical IDs and NCj) is consistent with the
CONFIDENTIAL STATEMENT OF FORMULA. Yes [X]No| ]

b. The formula contains one of the following:

+ 10% or more of a petroleum distillate: Yes [ ] No [X]
¢ 1.0% or more of methyl alcohol: Yes| | No [X]
s sodium nitrite at any level: Yes | ) No [X]
o atoxic List 1 inert at any level: Yes] ] No [X]
» arsenic in any form: Yes [ ] No [X]

¢. If "yes” to any of the above, does the inert ingredients statement contain a
footnote indicating this? Yes | ] Nol | Not applicable [X]

d. Appropriate warning statements regarding flammability or explosive
characteristics of the product are listed on the label.
Yes|[ | Nol ] Not applicable [X]

e. The storage and disposal instructions for the pesticide container are in
compliance with PR Notice 84-1 for household use products or PR Notice §3-3
for all other uses.

Yes [X] No[ ]

f. The product requires an expiration date at which time the NC falls below the
LCL (based on the 1-y2ar storage stability data or other information).
Yes [X] No]l |

Note: Storage stabiiity studies are ongoing and have not been
completed.

1706-ELIN_D385697 Nalco 60620
Page 6 of ¢
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Table A:
Product Chemistry {Series 830, Group A}

Data Raquirements Acceptance of information MRID No.

830.1550 Product Identity’ A 483408-01

and CSF

830.1600 Description of A 483408-01
Materials

830.1620 Production Process® | NA ~

830.1650 Formulation A 483408-01
Process® and CSF

830.16870 Formation of A 483408-01
impurities*

830.1700 Preliminary Analysis® | A — Results from the analysis of five 483408-02

batches of the pure active ingredient
were provided. Testing was conducted
in compliance with GLP.

830.1750 Certified Limits® A — Standard certified limits were 483408-01
praposed. and CSF

G — A signed certification statement must
be provided, as requested under OPPTS
830.1750(g).

830.1800 Enforcement A~ A copy of a titration method was 483408-1
Analytical Method’ provided for determining active ingredient
content in the product.

830.1900 Submittal of Samples | {Samples are to be provided on a case-
by-case basis for end-use products.]

Explanation: A=acceptable; N=not acceptable {i.e., item was submitted but is not
acceptable}; NA=technically not applicable {i.e., not required); G=data gap (i.e., item was
not submitted but is required); U=requires upgrading {i.e., item is unacceptable but
upgradeable), W=waived; E=EPA estimate.

'See Confidentiat Appendix A for additional information.

“For MP/EP products produced by an integrated formulation system.

®For products from a TGA! or MP.

“May be waived unless actual/possible impurities are of toxicological concern.
*Five batch analysis required for products produced by an integrated formulation
system,

5if different from standard CLs recommended in 40 CFR 158.175, this should be
discussed in Confidential Appendix A.

’Abbreviate method used as follows: gas chromatography (GC), infrared (IR),
ultraviolet absorption {UV), nuclear magnetic resonance (NMR), etc.

{706-EUN_D385697_Nalco 60620
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Table B:

Physical and Chemical Characteristics (Series 830, Group B)

Physical/fChemical Acceptance Value or Qualitative MRID No.
Properties* of Data Bescription

830.6302 Color A The color of the product is clear, | 483408-03
based on visual inspection.

830.6303 Physical State A The product is a liquid, based 483408-03
on visual inspection.

830.8304 Odor A The product is odorless, based 483408-03
on observation.

830.6313 Stability to Normal | NA Not applicable. The product is 483408-03

and Elevated Temperatures, not intended to be in contact

Metals, and Metal lons with metal or metal ions in
storage or to be stored at
elevated temperatures,

830.6314 Oxidation/ A A wavier is requested based on | 483408-03

Reduction; Chemical the well-known reactivity of

Incompatibility ammonium sulfate.

Note: The MSDS for
ammonium sulfate indicates
incompatibility with strong
oxidizers, bases, chlorates, and
nitrates.

830.6315 Flammability/ NA Not applicable. The product 483408-03

Flame Extension does net contain combustibie
liquids.

830.6316 Explodability NA Not applicable. The product is 483408-03
not potentially explosive.

830.6317 Storage Stability G A storage stability study is Agent's
currently underway. Results will Letter
be provided to EPA once the
study is complete.

830.6319 Miscibility’ NA Not applicable. The product is 483408-03
not an emulsifiable liquid or
diluted with petroleum solvents.

830.6320 Corrosion G A corrosior: characteristics study |  Agent's

Characteristics is currently underway. Results Letter
will be provided to EPA once the
study is complete.

830.6321 Dielectric NA Not applicable. The product is 483408-03

Breakdown Voltage not intended for use around
electrical equipment.

1706-EUN_D3385697_Nalco 60620
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Physical/Chemical Acceptance Value or Qualitative MRID No.
Properties* of Data Description

830.7000 pH* A The mean pH of the product 483408-04
was reported to be 5.52 at
25.1°C. A 1% wiw solution of
the product in CO.-free reagent
water was tested. Three
determinations were made.
Testing was conducted in
compliance with GLP.

830.7050 UV/visible Absorption | NA [Not required for end-use products.]

830.7100 Viscosity A The mean viscosity of the 483408-04
product was reported to be 1.25
cP at 20.0°C {at 30 rpm) and
0.70 cP at 40.0°C (at 30 rpmy)
{as determined using a
Brookfield rotational
viscometer). Two
determinations were made at
each temperature.
Measurements were also made
at 80 rpm. Testing was
conducted in compliance with
GLP,

830.7200 Melting Point/Melting | NA {Not required for end-use products.]

Range

830.7220 Boiling Point/Boiling NA {Not required for end-use products.]

Range

830.7300 Density/Relative A The mean density of the product | 483408-04

Density/Bulk Density was reported to be 1.0563 g/mL
at 20.0°C. Three determinations
were made. Testing was
conducted in compliance with
GLP.

830.7370 Dissociation NA [Nof required for end-use products.j

Constants in Water

830.7550/830.7560/830.7570 NA {Not required for end-use products.]

Partition Coefficient

830.7840/830.7860 Water NA [Not required for end-use products.]

Solubility

830.7950 Vapor Pressure NA [Not required for end-use products.]

Explanation: A=acceptable; N=not acceptable (i.e., item was submitted but is not

acceptable); NA=technically not applicable {i.e., not required); G=data gap (i.e., item was
not submitted but is required); U=requires upgrading (i.e., item is unacceptable but
upgradeable); W=waived; E=EPA estimate.

* Provide brief description, e.g., color - yellow or property value, e.g., density t.25 g/ce.
Unless otherwise indicated, the property should be at 25°C.

'If product is an emulsifiable liquid
2 product is dispersible with water

1706-EUN_D385697_Nealco 60620
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Re: G
Dennis Edwards o Najm Shamim 02/18/2011 09:21 AM
Ce: Nader Elkassabany, Tracy Lantz, William Hazel
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Dennis
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Cennis Edwards, Chief
Regutatory Management Branch 1
Antimicrobials Division
703-308-8087

Nojm Shamim [N 02/15/2011 05:3:23 AM

From: Najm Shamim/DC/USEPA/US

To; Dennis Edwards/DC/USEPA/US@EPA, Tracy Lantz/DCAISEPA/USEEPRA, William
Hazel/DC/USERPA/US@ERA

Ce: Nader Etkassabany/DC/USEPA/US@EPA

Date: 02/18/2011 08:13 AM

Subject:

Najm
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Re: [

Philip Ross

to:

Joan Harrigan-Farrelly, Chris Kaczmarek

02/15/2011 10:05 AM

Cc:

Caroline Klos, Dennis Edwards, Jennifer Mclain, Melba Morrow, Najm Shamim, Tracy Lantz
Hide Details

From: Philip Ross/DC/USEPA/US Sort List...

To: Joan Harrigan-Farrelly/DC/USEPA/US@EPA, Chris Kaczmarek/DC/USEPA/US@EPA

Cc: Caroline Klos/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA, Jennifer
Mclain/DC/USEPA/US@EPA, Melba Morrow/DC/USEPA/US@EPA, Najm
Shamim/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA

Security:

To ensure privacy, images from remote sites were prevented from downloading. Show Images

Attorney Client Communication
Attorney Work Product
Deliberative

Privileged and Confidential

Do Not Release
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Phifip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances L.aw Office
202-564-5637

To: Melba Morrow/DC/USEPA/US@EPA

From: Joan Harrigan-Farreliy/DC/USEPA/US

Date: 02/15/2011 08:49AM

Cc: Caroline Kios/DC/USEPAJ/US@EPA, Dennis Edwards/DC/USEPA/US@EPA, Jennifer
Mclain/DC/USEPA/US@EPA, Najm Shamim/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA,
Philip Ross/DC/USEPA/US@EPA
Subject: Re:

Joan

[~ Melba Morrow---02/14/2011 07:14:00 pM--- . < b- S-

Moarrow, D.V.M. Special Assistant , RMB1

Meiba Morrow/DC/USEPA/US

From:
Joan Harrigan-Farrelly/DC/USEPA/US@EPA
To:
Carofine Klos/DC/USEPA/US@EPA, Dennis Edwards/DC/USEPA/US@EPA, Najm
Cc: Shamim/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Jennifer
bMCIainIDC/USEPAIUS@EPA
02/1472011 07:14 PM

re: I

Subject:

Date:
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Page 3 of 4

Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
703-308-2716

703-308-8481 (fax)

[~ boan Harrigan-Farrelly---02/14/2011 06:16:57 PM--

From: Joan Harrigan-Farrelly/DC/USEPASUS

To: Dennis Edwards/DC/USEPA/US@EPA, Melba Morrow/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA, Najm Shamim/DC/USEPA/US@EPA, Caroline Klos/DC/USEPA/US@EPA
Cc: Philip Ross/DC/USEPA/US@EPA, Chris Kaczmarek/DC/USEPA/US@EPA

Date: 02/14/2011 06:16 PM

Subject:
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i"..
TR Re I,
Melba Morrow 1o Joan Harrigan-Farrelly (G2114/2011 G7:14 PM
" Caroline Klos, Dennis Edwards, Najm Shamim, Tracy Lantz, Jennifer
" Mclain

History, This méssage has been replied to.

Melba S. Morrow, 3.V.M.

Special Assistant, RMB1
Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
703-308-2716

703-308-8481 (fax)

Joan Harrigan-Farrelly || NEGEGTGTNTNNGNGEE BB 02/14/2011 06:16:57 PM
From: Joan Harrigan-Farrell yyDC/USEPA/US
To: Dennis Edwards/DC/USEPA/USEEPA, Melba Morrow/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA, Najm Shamim/DC/USEPA/US@ERA, Caroline
Klos/DC/USEPA/US@EPA
Cc: Philip Ross/DC/USEPA/USEEPA, Chris Kaczmarek/DC/USEPA/US@EPA
Date: 02/ 14/2011 06:16 PM

Subject:

+IANRIQIIP [BUINU],,
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Re I
Joan Harrigan-Farrelly to: Melba Morrow 02/t1/201t 01:27 PM
. Dennis Edwards, Glen McL.eod, Najm Shamim, Tracy Lantz, Jennifer

Melba, All,
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Joan

Joan Harrigan Farrelly

US Environmental Protection Agency

Director, Antimicrobials Division

Office of Pesticide Programs

1200 Pennsylvania Ave. NW. Mailcode 7510P
Washington, DC 20460

Physical Address
One Potomac Yard
2777 Crystal Dr.
Arlington, VA 22202
Phone: 703-603-8814

Melba Morrow - 0211172011 11:19:47 AM

From: Melba Morrow/DC/USEPA/US

To: Joan Harrigan-Farrelly/BC/USEPA/US@EEPA, Dennis Edwards/DC/USEPA/USEEPA, Tracy
Lantz/DC/USEPA/US@EPA, Najm Shamim/DC/USEPA/US@EPA, Glen
McLeod/DCIUSEPA/USEEPA

Date: 0271142611 11:19 AM

Subject:

Melba S. Morrow, D.V.M.

Special Assistant, RMB1
Antimicrobials Division

Office of Pesticide Programs
Environmental Protection Agency
703-308-2716

703-308-8481 (fax)

43
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Joan Harrigan-Farrelly, Dennis Edwards, Tracy
Lantz, Najm Shamim, Gien McLeod

Melba Morrow 1o

02/11/2011 1119 AM

History: This message has been replied to.

Melba S. Morrow, D.V.M.

Special Assistant , RMB1
Antimicrobiats Division

Office of Pesticide Programs
Environmental Protection Agency
703-308-2716

703-308-8481 {fax)

44
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Dennis Edwards to: Velma Noble 0211 t/2011 08: 11 AM
Cc: Melba Morrow, Trac;_y La_ntz

Hi Velma

Dennis

Dennis £dwards, Chief

Regulatory Management Branch 1

Antimicrobials Division

703-308-8087

----- Forwarded by Dennis Edwards/DC/USEPA/US on 021172011 09:06 AM ~—-

From: Joan Harrigan-Farrelly/DC/USEPA/US

To: "Dennis Edwards" <Edwards.Dennis@epa.gov>, "Melba Morrow”
<Morrow.Melba@epamail.epa.gov>, "Tracy Lantz" <Lantz. Tracy@epamail.epa.gov>

Date: 02/11/2011 07:50 AM

Subject:

+IARIDQI[IP [BUINU],,
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“ .. Revised 1706-EGO, -EUR, abels
Mann, Juliana

to:

Tracy Lantz

02/11/2011 12:49 PM

Ce:

Dennis Edwards

Hide Details

From: "Mann, Juliana" <JMann(@steptoe.com>

To: Tracy Lantz/DC/USEPA/US@EPA

Ce: Dennis Edwards/DC/USEPA/US@EPA

History: This message has been replied to and forwarded.

3 Attachments

i :pF %
: heke bt

1706-EUN.Nalco60620label.pdf 1706-EUR.Nalco60630label.pdf 1706-EGO.Nalco60615label.pdf

Tracy:

The revised labels are attached. ! will send the data matrix forms to you shortly.

Thank you, \1)

NP WD
w -“}\!}'
Juli il@?Y

Juli Mann | Paralegal Specialist | Steptoe & Johnson LLP |1330 Connecticut Avenue, NW |
Washington, DC 20036-1795 | Phone: 202-429-3095 | Fax: 202-429-3902 | jmann@steptoe.com

This email may contain information that is privileged, confidential, or otherwise protected from disclosure. If you have received this email in error, do
not copy, dislribule, save or otherwise use. Please nofify the sender immediately at jmann@stepioe.com.
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Revised 1706-EGO, -EUR, @Iabels
Mann, Juliana

to:

Tracy Lantz

02/11/2011 12:49 PM

Cc:

Dennis Edwards

Show Details

Tracy:
The revised labels are attached. | will send the data matrix forms to you shortly.
Thank you,

Juli

Juli Mann | Paralegal Specialist | Steptoe & Johnson LLP |1330 Connecticut Avenue, NW |
Washington, DC 20036-1795 | Phone: 202-429-3095 | Fax: 202-429-3902 | jmann@steptoe.com

This email may contain information that is privileged, confidential, or otherwise profected from disclosure. If you have received this email in error, do
not copy, distribute, save or otherwise use. Please nofify the sender immediately at jnann@steploe.com.
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PRECAUTIONARY STATEMENTS:
DOMESTIC ANIMALS

CAUTION: May cause iritation tir the eyes, and skitr, Do not get fer eyes, o skil, or
on clathing. Do wot take intentally. Use with odequete ventilation Rutse thortughly with
water after handling. Remove eontaminated clothing ond wash clothing befote teuse.
Wear proteetive eyewear {woggles, face shicld or safecy g!assc<) protective clothing and

HAZARDS TO HUMANS AND

proteetive gloves {rubber, ¢h 1 t) when kandli
ENVIRONMENTAL HAZARDS
Titis pesticide i toxic to sl atd atpatic Dt not discharge efltuent contatning

this product intt lakes, streams, ponds, ¢stuaries, ocemrs, it othes waters unless in

d with the req of & Natoual Pellutent Discharge Elintination System
(WFDES) perrmt and the penusitting authasity has been notified m writing prios to discharge.
Do wot discharge efftuent containing this product to sewer systemns without previcusly
natifring the local sewage treatment plant suthosity. Fur guidunce, contact your State Water
Bonrd or Regional tfiee of the EPA

STORAGE ANDDISFOSAL
PESTICtDE STDRAGE: Do not contamminate water, food, of feed by narsge or dizposal. Open
dumping ks prohikited.
PESTtCtDE DSPDSAL: Pesticide wastor are toxic.  Improper disposal of excess pesibeide, spray
smlvtuce, ot Tsate is 3 volation of Federal Law. 1 tltgse watles cannot be disposed of by uss sccording
1o label inrtructions contact Powr State Pesticide or Environmental Control Agettey, of die ttazardous
Waste ropresentative 3t e nearest EPA Regional Qlfice for gubdance.
fcmama Fandflivg statemrxts nd!’appn':mb]z T Gulk comranrrsf
Fons for reff{fabi
CONTAtNER [IANDLING: Refitlable container. ReSIl thit container with pesticids only. Do nat
rettre this centainer for any other puspose. C'Jeanmg the container bofore final disposn] i the
ibiliy of the ptreon dirpasing of the cont Clezntng before tefilling is the responsibility of

Lhc vefiller. To cloan the contoinier befose Fnal d:-pm! cmpty the remaining coaterls from this container
ogo application cquipment or mix tank.  Fill th container about 10 pereent fult with water.  Agitate
vigormely or recirculste water with dhe pamp for 2 auinotes,  Pour or pump rincats mto spplication
cqu!pnn:m or cmsalc coltestion system, Repeat this rinsing procedure trvo nore times.  Then alfer for

veling, i , of recandih , Of P and ditpase of m 3 senitary tandftl, or by other
procedure approsed b)' #take and local authorifies.
{reseructiont for non-refitaite eonssitters gaoerrr than 5 gailans:)
CONTAINER IIANOLING: Non-tefiftable coptatner. Do tiot feuse or rehll thir container. Triple rinee
(or equiraleat} ifter promptly aber cmptying.  Triple rinse as follons: Empty rematning contentr
ima applicdtion equipment ar & mix tank. Fill G container %4 full with water. Keploce and tightsn
slosures, Tip coatainer on ity ride end foll it back, enturing ot Jeart ons complote fevolution, for 30
secondr. Stend the container on its end and tip it back and forh soveral times  Tum e contaiter over
oo its other end and tip it back and foath several timer, Fmpty the rinzate into applicalion cquipmest or
amix tank o7 stere rinrate for later use or disporal  Repeat this procedure two mare timer. Then offer for
recycling, i ovailsble, or meonditioning, or puncture and dirpase af in a senitary landfll, or by other
procedute approved by state and local phoritees.

M \aLco

Nalco 60620

A MICROORGANISM CONTROL CHEMICAL
ACTIVE INGREDIENT:

Sulfae.. 20.0%
IN ERT INGREDIENTS L B0
TOTAL. .. . . - 000%

EPA Reg. No. ITO6-XXX

EPA Ese Mo. 1706-1-1 (BF)  EPA Est. No. 1706-Wa-1 (VW)
FPA Bst, No. 1706-PA-1 (EL)  EPA Est. Ne. 1706-LA-2 (PL)
Lelter in () that matches first letter in bateh niendber identifies the cstablislmeent nuc ber

KEEP OUT OF REACH OF CHILDREN
CAUTION

DIRECTIONS FOR USE

Itis o vialstion of Tederal Low to use this product in @ manner theenristent with its labeling.

For the control bacteria, #lgos and fungi. Naleo 60620 i ured in confenetion with: 1} sodium
by pechlotite (trpically 12.5%) o produee stahilired eilorine a5 chbsroming, and 2) the COuiPRO delivery
svstem as deseribed below

Naleo 60624 and the sodium hypechlorite are mixed in 2 rpecially desipned system tiat producer e
stabilized chilorine solution on site. The produsts are blonded to aclicve o minimum molar ftio of £
t.2to 1.0 Nateo 60620 to sodiunt hypachlonte (12.5%5). The stobilized chlotine is typically achicved by
mixing 1% gallons of Nsleo 60620 witk 1.0 gallon of sedivi hypochlonite {12.5%) The OsiPRO
delivery system contoller enveres the automatie production of the dilute rizbilized chlorine soliion,
contmts Gre optitnization of the production prasess, and ensires adequate dosing inte the water systein
requiring ireatiment, The design, , g jon of the Joeding system
ith /] plants should be conducted only by autlorze and trained pcrsonmt

Use of Onr produet for any other putpos:s er wnLuy ta vt instrogtions below, or without tle
sipenision of suthorissd trained ¢ ©p

Mote; Do not tse other feeding medes to wix Nalea 60620 nnd dic aodium hypachlorite. Nor-aulharized
are F ited from or other handling the feeding system of is chanical

i predicnts.

PULF AND FPAPERMILL WATER SYSTEMS

Dorage Rates: Whet the svetem iy poticcably fouled, apply sufficient Nalco 6020 sed sodium
trypachlorite vo sehicve a chlonine reridual in ercoss of e sysen owitlant demand. The stabitived
ehiborine selution produced by the delivery system (5 iunediately added vo the process waters for which

FIRST AID

= IF TN EYES: Hold eyes open and nmse slowly and gently with water for 1520
minutes. Retnove eontact lenses, if present, afler the first § mtnutes, then coiinue
snsing. Call 3 poistn conlrol center or doctur for treatment advice,

s IF SWALLOWED: Call 3 porson contral eentet or doctor inmeediately for treatment
advige. Mave person sip 2 plass ol water if able to swallow. Do not induée vomibing
unless told by s poison eontre] conter or doettr Do oot give ayting to an
LreaHSETOUE PETSON.

s IF ON SKIM: Take off eontaminated <lothivg. Rinse skin {mmediately with pleaty of
water for 1520 minutes. Call a poison cortrol eenter or doctor for treatinent adutee.

o IF INHALED: Move person to freslt atr I person is not breatling, call 211 or
ambulances, then give aunificial respiratior, prefertbly mouth-to-mouth, if possible.
Call a poisan eontsi center or doetor fof realment adviee

NOTE. Have the produec eontainer or labe] with you when calling a poison euntrel center or

4 doctor, ar goitg for treatment.

Revised: 0241472011
LN
©

SEE LI¥T SIDE PANEL FOR ADILTICINAL
PRECAUITIONARY STATEMENTS

Nalea Contpany
1601 West Dieh! Road
Naperville, IL 60563-1198
EMERGENCY PHOMNE NO. (200) d24-93¢0

06~ BN

This Producr is Not Regulated During Transportadon

is cequired. The: 'lablhzcd ch!nmu: so]utlon may e added to any point of wnifoon mixing.
Addition may be or ding on the severity of the contamination when
teeatment stats. atd on other syrtem operation pnramcwrs

A, SLUG FEED METHOD

Initial Dasa; Whea e swatem is noticeably fouled, add the zpptopriste anwunt of stahilized chbotite to
the system to obiaitt fom t 1o [0 pom tota] ovailable chlonne. The recouenended stabilized chlonie is
typbealty sclieved by mixityg t.5 patlonrof Maleo 60620 with t.0 pallon of sedivu hypechlorite (12,94}
Repeat until control is zcicved. Badly fouled systems nwst be elganed belore trepment bs begun.

Subspquent Doz Whet microbiod control is evident, 0dd the appropriate amount of stabiltazd ehlotine to
the systan daily, or 25 peeded to thsintain conteol and Feep e total chlonne residuat at t o 10 ppo.

B.  INTERMITTENT FEED METHOD

tnitial Dose: When the systent is notizcably fouled, add the approprisie attownt of fabilized dilotie (o
the system to obtain t 10 10 ppne total svailable eldonne. The recomnended stabilized chloring is
tpieally achieved by mixing 1.3 gallons of Males 60620 witls 1.4 galton of sodivm hvposltlonite {1254
Badly fouled systests murt be eleziied before treatment ir bepah

Sub Dose: When | control ir gvidens, 2dd the appropriste amount of stahitized ehlarine to
the svsmn to obfaity a [ -t ppm total chlodng residual,

C. CONTINUDUS FEED METHDD

Initial Dese: Wiken the svstem {s raticcably fouled, sdd the approptizle amatmt of stabiliced chlorine to
the sysiem to obtain 1 to 10 ppee towl syailable chlosine.  The recommended stabitized chlodns ks
typicatly achizved by mixing 15 gallonrof Naleo 60620 with 1.0 gatlon of sodium hvpochiorte (12, 5%
Badly foubed systerns ntest be clzaned baftre trgatment iz begun,

Sul Dase; Maintrin thir leve] by raning o continugus feed of stabilized chloring to
mattitatna  to 10 ppm total chlorine teridual.

WET CONTENTS SHDWH ELSEWHERE ON CONTAINER
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RE: Response to questions for 1706-EUN, -EGO, and -EUR
Mann, Juliana

fo:

Tracy Lantz

02/11/2011 12:11 PM

Hide Details

From: "Mann, Jultana" <JMann@steptoe.com>

To: Tracy Lantz/DC/USEPA/US@EPA

History: This message has been replied to and forwarded.

The information you requested is identified below in blue. | want to emphasize that the pulp and paper mill
systems in which the Nalco products will be used are identical to the systems in which every other registration for
puip and paper mill is used. Only Naico trained personnel operate the dosing and feed equipment. The dosing
and feed equipment are a closed system and there is no worker exposure.

| am getting the final approvals for the labels and data matrix forms and will have thase to you shorily.

Thank you,

Juli

Juti Mann | Parafegal Specialist | Steptoe & Johnson LLP 1330 Connecticut Avenue, NW | Washington, DC 20036-1795 | Phone:

202-429-3085 | Fax: 202-428-3302 | imann@steptoe.com

This email may contain information that is privileged, conlidential, or otherwise protected from disclosure. If you have received this email in error, do
not copy, distribute, save or otherwise use. Please nofify the sender immediately at jmann@steptoe.com.

~—---0riginal Message—--

From: Lantz. Tracy@epamail.epa.gov [mailto:Lantz, Tracy@epamail . epa.gov]
Sent: Thursday, February 10, 2011 3:13 PM

To: Mann, Juliana

Subject: Fw: Response to questions for 1706-EUN, -EGO, and -EUR

A couple of additional questions: We need to know the pH of both of the
following:

1) stock chest container that contains virgin materials (pulp)usually used to make better grades of paper, pH
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Page 2 of 2

4.5 - 8.5 (most fine paper is manufactured at 7 - 8.5).

2) the broke chest container {pulp) that contains recycled stock. pH 4.5 - 8.5 {in alkaline systems, pH can be
lower as a result of microbizl spoilage).

Most OxiPro applications are applied to systems running under ‘alkaline’ conditions {pH 7 - 8.5).

Are we correct that pulp in the stock chest stays for 2-6 hours), and the pulp in the broke chest is present up to
24 hours? | have updated information for the residence time for the pulp in the various chests. Residence
time for the stock chest is typically 30 minutes but it may be anywhere from 20 minutes to 6 hours,
Residence time for the broke chest is typically 2 hours but it may be anywhere from 1 hour to 24 hours.

Thanks
{Embedded image moved to file: pic31982.ipg)

----- Forwarded by Tracy LantzZDC/USEPA/US on 02/10/2011 03:09 PM -----

From: Tracy Lantz/DC/USEPA/US

To: "Mann, Juliana” <IMann@steptoe.com>

Date: 02/10/2011 01:00 PM

Subyect: Re: FW: Response fo questions for 1706-EUN, -EGO, and -EUR

We will also need some additional information on the label. We would like each label to include a chart which indicates how
much of your product (in gallons) is added to an amount of EPA registered sodium hypochlorite treated water. The chart
should indicate various amounts of your product added to water containing a specified percentage of sodium hypochlorite
treated water.

Please reply via email with a pdf of each revised label.

Thanks
(Embedded image moved to file: pic07328 jpg)
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Fw:
Dennis Edwards to: Melba Morrow, Velma Noble, Tracy Lantz 02/11/2011 09:06 AM

Dennis Edwards, Chief

Regulatory Management Branch 1

Antimicrobials Division

703-308-.8087

----- Forwarded by Dennis Edwards/DC/USEPA/US on 02/11/2011 09:05 AM ——-

From: Joan Harrigan-Farrelly/DC/AUSERPA/US
To: Dennis Edwards/DC/USEPA/US@EFA, Jennifer Mclain/DC/USEPA/US@EPA
Date: 02/10/2011 04:40 PM

Subject: Fw:

Joan

-— Forwarded by Joan Harrigan-Farrefly/DC/USERA/US on 02/10/2011 04:38 PM «we-v

From: Don Lott/DC/USERPA/US
To: Joan Harrigan-Farrelly/DC/USERPA/US@ERA
Ce: Rosemarie Kelley/DC/USEPA/US@EPA, Kim Wilson/DC/USEPA/US@ERA, Brenda

Mosley/DC/USERPA/US@ERA, Phil Rosol/RTR/USERA/USE@EPA, Chris
Kaczmarek/DC/USEPA/US@ERA

Date: 02/10/2011 02:27 PM

Subject: Fw:

*IATEIIQIIP [BUI U],

Joan-

dddok kR gk R kR Rk R R dek ke ik kR Tk hk ke ke ke Rk kk Rk Rk ek

Donald J. Lott, Asscciate Director
Waste & Chemicals Enforcement Division
(202) 564-26562 ~ lott.don@epa.gov

e e e T Rt P T g

----- Forwarded by Don Lott/DC/USERA/US on 02/10/2011 02:23 PM —---

From: Kim Wilson/DC/USEPA/US

To: Philip Ross/DC/USEPA/US@ERA, Chris Kaczmarek/DC/USEPA/US@ERA

Cc: Don Lot/DC/USEPA/US@ERA, John Ruggero/RIAISERPA/US@EPA, Brenda
Mosley/DC/USEPA/US@EPA
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02/10/2011 02:04 PM

Date:
Subject:

Thank you,

Kimberly Wilson, Attorney-Advisor

U.8, Environmental Protection Agency, Office of Civit Enforcement

Waste and Chemicat Enforcement Division, Pesticides and Tanks Enforcement Branch
pheone; 202-564-5607, tax: 202-564-0022

CONFIDENTIAL LEGAL COMMUNICATION / WORK PRODUCT: The information transmitted is infended only for
the person or entify fo whom it is addressed, and may contain privileged and confidential aftorney-cfient
communications and/or confidential attomey work product. If you receive this message in error, please send a reply
e-malf to the sender and delete the material from any and alf computers. Unintended transmissions shall not
constitute waiver of the attomey-client or any other privifege.
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Fw: Response to questions for 1706-EUN, -EGO, and -EUR

Tracy Lantz to: Mann, Juliana 02/10/2011 04:10 PM
Hﬁi’* Cc: Dennis Edwards

Bee: Najm Shamim

As per our conversation today, you will revise these labels to include more complete informatien in the
directions for use as per the labe! for 1448-433 of 3/6/07.

Please be aware that at a later time you may be asked to include that only an EPA registered source for
sodium hypochlorite is used.

Regarding the data matrix for Urea, it was discussed that you would revise the matrix to reflect the generic
data requirements by listing the guideline #, the study name, “cite-all” and the status as either referring to
the RED of the TRED.

Nice to talk to you and Elizabeth.

g

Tracy Lantz
Regulatory Team 31
Antimicroblals Division
U. §. Environmental Pretection Agency
Phone: (703) 308-6445
EAX: (703) 308-8481
—— Forwarded by Tracy Lantz/DC/USEPA/S on 02/10/2011 03:28 PM —-

From: Tracy Lantz/DC/AJSEPA/US

To: "Mann, Juliana” <iMann@steptoe.com>

Date: 02/10/2011 G1:00 PM

Subject: Re: FW: Response to questions for 1706-EUN, -EGO, and -EUR

We will also need some additicnal information on the label. We would like each label to include a chart
which indicates how much of your product (in gallens) is added to an amount of EPA registered sodium
hypochlorite treated water, The chart should indicate various amounts of your product added to water
containing a specified percentage of sodium hypochlorite treated water.

Please reply via email with a pdf of each revised label.

Thanks
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Tracy Lantz

Regulatory Team 31

Antimicrobials Division

U. 8. Environmental Protection Agency
Phone: {703) 308-6415

FAX: (703) 308-8481
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Fw: Response to questions for 1706-EUN, -EGO, and -EUR

RS Tracy Lantz to: Mann, Juliana 02/10/20 t1 03:12 PM

A couple of additional questions: We need to know the pH of both of the following:

1) stock chest container that contains virgin materials (pulp)usually used to make better grades of paper
2} the broke chest container (pulp) that contains recycled stock.

Are we correct that pulp in the stock chest stays for 2-6 hours), and the pulp in the broke chest is present
up to 24 hours?
Thanks

A

Tracy Lantz

Regulatory Team 31

Antimicroblals Division

U. 8, Environmental Protection Agency
Phone: (703} 308-6415

FAX: (703) 308-8481

—— Forwarded by Tracy Lantz/DC/USEPA/AUS on 02/10/201t 03:09 PM -—

From; Tracy Lantz/DC/USEPA/US

To: “Mann, Juliana” <JMann@sleploe.com>

Dale: 02/10/2011 01:00 PM

Subjectk: Re: FW: Response o queslions for t706-EUN, -EGO, and -EUR

We will also need some addilional information on the label. We would like each label to include a chart
which indicates how much of your product (in gallons} is added to an amount of EPA registered sodium
hypochlorite treated water. The chart should indicate various amounts of your product added to water
containing & specified percentage of sodium hypochlorite treated water.

Please reply via email with a pdf of each revised label.

Thanks

c

Tracy Lantz

Regulatory Tearn 31

Antimicroblals Division

U. 5. Environmental Protection Agency
Phone: (703) 3086415

FAX: {(703) 308-8481

56



Re: FW: Response to guestions for 1706-EUN, -EGO, and -EUR [
Tracy Lantz to: Mann, Juliana 02/10/2011 01:00 PM
Bce: Najm Shamim

We will also need some additional information on the label. We wouid like each label to include a chart

which indicates how much of your product (in gallons) is added to an amount of EPA registered sodium
hypochlorite treated water. The chart should indicate various amounts of your product added to water
containing a specified percentage of sodium hypochlorite treated water.

Please reply via email with a pdf of each revised label.

Thanks

s

Tracy Lantz

Regulatory Team 31

Antimicroblals Division

U. 8. Environmental Protection Agency
Phone: (703) 308-64415

FAX: (703) 3088481

Y



Page l ot 2

FW: Response to questions for 1706-EUN, -EGO, and -EUR
. Mann, Juliana

to:

Tracy Lantz

02/10/2011 11:01 AM

Hide Details

From: "Mann, Juliana" <JMann@steptoe.com>

To: Tracy Lantz/DC/USEPA/US@EPA

History: This message has been replied to and forwarded.

From: Mann, Juliana

Sent: Wednesday, February 09, 2011 6:11 PM

Ta: 'lantz.tracy@epa.gov'

Subject: Response to questions for 1706-EUN, -EGO, and -EUR

Tracy:
! spoke with Linda Fane at Nalco about your guestions and have the following information for you:
1. How long does the pulp sit in the slurry from entry point untit it is removed for sheet making?

The time can vary based on the grade of paper being made {i.e., cardboard, tissue, printing paper, etc.),
the mill size, and the chest size, The chest is the container for the slurry and pulp. There are two types of
chests: a stock chest that contains virgin materials usually used to make befter grades of paper and a
broke chest that contains recycled stock. Pulp in a stock chest may be there for 2 - & hours before entering
the sheet making process. The pulp in the broke chest may be there for up to 24 heurs. ltis fed into the
system as needed. This is all variable depending on the chest size and type of paper being produced.

The turnover in both chests may also be much faster.

2. is the system open or closed?

There are three different of types of chests used in paper making: open, closed with a removable lid,
and ciosed with a sealed lid that is only epened when the system is down. 1706-ZUN, 1706-EGC. and
1706-EUR are used in ali three types of chests.
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The systems used in the pulp and paper mills into which these products will be used are identical to those
using Busan 1215 (EPA Reg. No. 1448-433). Buckman incorrecily ideniified the aclive ingredient in
Busan 1215 as ammonia. As wa poinfed oul in documents submitted {o the Agency, Buckman admits that
the aciive is ammonium sulfate. The risk assessmeni for Busan 1215 should be identical {o the risk
assessment for 1708-EUN (Nalco 50520,

| hope this is heipful. Please let me know if you have any additicnal questions. 'l give you a call
Thursday morning to discuss the data matrix forms,

Thank you,
Juli

Juli Mann | Paralegal Specialist | Steptoe & Jehason LLP |1330 Connecticut Avenue, NW | Washington, DC 20036-1795 |
Phone: 202-429-3095 | Fax: 202-429-3902 | jmann@steptoe.com

This email may contain information that is privileged, confidential, or otherwise protecied from disclosure. If you have received this email in
error, do not copy, distribute, save or otherwise use. Please notify the sender immediately at jmann@steptoe.com.
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Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone

Call
Dennis Edwards to: Velma Nable, Tracy Lantz 02/10/2011 08:39 AM

I c-- correspondence and letter below.

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrobials Division

703-308-8087
----- Forwarded by Dennis Edwards/DC/USEPA/US on 02/10/2011 08:38 AM -----

From: Joan Harrigan-Farrelly/DC/USEPA/US

To: Dennis Edwards/CC/USERPA/US@EPA

Date: 02/09/20t1 06:45 PM

Subject: Fw: Letter from Senator Carper to Administrator Jackson Reguesting Phone Call
Joan

---- Forwarded by Joan Harrigan-F arrelly/DC/USERPA/US on §2/09/2011 06:45 PM -----

From: Rosemarie Kelley/DCAJSEPAUS

To: Joan Harrigan-Farrelly/DC/USERPA/US@ERA, chris kaczmarek

Date: 02/09/20t1 05:52 PM

Subject: Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone Call

Attorney-Client Privilege

Sent by EPA Wireless E-Mail Services
Cynthia Giles-AA

----- Original Message ---—
From: Cynthia Giles-Aa
Sent: 02/08/2011 10:23 AM EST
To: Adam Kushner; Rosemarie Kelley
Cc: Matt RBogoshian
Subdect: Fw: Letter from Senator Carper to Administrator Jackson

Requesting Phone Call

C
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Cynthia Giles

Assistant Administrator

U.8. EPA, Office of Enforcement and Compitance Assurance
1200 Pennsylvania Avenue, N.W.

Washington, D.C. 20460

202-564-2440

THIS MESSAGE IS CONFIDENTIAL and may contain iegaify privileged information. [f vou receive itin
error, piease defete it immediately, do not copy, and notify the sender. Thank vou.
—-- Forwarded by Cynthia Giles-AA/DC/USEPA/S on 02/08/2011 t0:21 AM -

From: Arvin Ganesan/DC/USEPA/US

To: "Cynthia Giles® <Giles-AA.Cynthia@epa.gov>

Cc: "Carolyn Leving” <Levine.Carolyn@epamail.epa.gov>, "Mr. Sven-Erik Kaiser”
<Kaiser.Sven-Erik@epamail.eps.gov>

Date: 02/08/2011 02:38 AM

Subject: Fw: Letter from Senator Carper to Administrator Jackson Requesting Phone Call

Thanks.

sent from wmy Blackberry Wireless Device

----- Criginal Message -----

From: "Kotin, Stephanie (Carper)” [Stephanie Kotin@carper.senate.gov]

Sent: 02/08/2011 09:32 AM EST

To: Arvin Ganesan

Cc: "Reilly, Jim (Carper)® «Jim Reilly@carper.senate.govs>

Subject: Letter from Senator Carper to Administrator Jackson Recguesting Phone
call

Hi Arvin,

I hope you are well. I have attached a letter that Senator Carper would like
to get to Administrator Jackson today. In the letter, Senator Carper requests
to speak by phone with Administrator Jackson. Please let me know if there is
anyone else within your office that we should send the letter to via email
today. I have also sent the letter by mail.

Many thanks,
Stephanie Kotin

o,
E o
""m

EPA Biogide Issue_Letter to Adminishator Jackson_Feb 8 2011, dock. pef
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THOMAS B CARPER

S ANMARE

WASHINGTON, DC 205160803

February 7, 2011

Administrator Lisa Jackson

U.S. Environmental Protection Agency
Ariel Rios Building

1200 Pennsylvania Avenue, N.W.
Washington, DC

I am wrriting with regard to an important matter that you and I discussed on October 20"
of last year concerning the sale of products in apparent violation of the Federal Insecticide,
Fungicide, and Rodenticide Act (FIFRA). You issued a decision on December 16t 2010 that
made clear that FIFRA does apply to the products we discussed in that call, and that these
products must be registered before being sold. I have recently learned that this matter remains
unresolved and the products remain available in the marketplace. This raises a question about the
EPA’s system for appropriate regulation of chemical products such as pesticides and other
substances. Continued attention to this matter is necessary to protect the EPA’s ability to
safeguard the public and to provide the necessary certainty to customers and producers of
regulated products.

On December 16", 2010, the EPA Office of Chemical Safety and Pollution Prevention
issued a letter outlining the actions that were needed for Nalco, Inc. to bring two biocidal
pesticides, Nalcon 60615 and 60620, into compliance with the requirements of FIFRA. In that
letter, the EPA concluded that these ammonia and urea products sold by Nalco, Inc. to the pulp
and paperboard industry for use in controlling microbial pests in water systems are indeed
pesticides and must be registered under FIFRA. The EPA also stated in that letter that the
continued distribution or sale of Nalcon 60615 and 60620 constitutes a violation of FIFRA.

On December 29"’, 2010, the EPA’s Office of Enforcement and Compliance issued an
administrative order to Nalco, Inc. regarding Nalcon 60615 and 60620. In that order, the EPA’s
Office of Enforcement and Compliance did not require that Nalco, Inc. stop selling the two
unregistered pesticides, which the EPA had determined in its December 16% 201 0 letter to be
illegal if sold without proper FIFRA registration. By contrast, the December 29", 2010 Office of
Enforcement and Compliance order allowed Nalco, Inc. to continue selling the two unregistered
products indefinitely to existing customers, which seems to undermine both EPA’s December
16™, 2010 letter regarding Nalcon 60615 and 60620 as well as the basic principles of FIFRA.
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Based upon the information available to me, there appears to be an inconsistency between
the EPA’s December 16%, 2010 decision, and the administrative order issued 13 days later, It
appears that allowing a product that has been determined by the EPA to be unregistered to
continue to be sold on the market without undergoing proper FIFRA registration and without
penalty for having been sold without FIRFA registration is a violation of FIFRA, and thus a
cause for serious concern. If FIFRA registration is designed, in part, to protect public health and
worker safety, then allowing the sale of a product before registration is complete raises
additional questions. [ would appreciate the opportunity to discuss this matter again with you so
that I may better understand the EPA’s actions to date, and what future steps you may take. I
understand that you have an extremely busy schedule, but [ would be most grateful if we were
able to schedule the call for this week.

In the meantime, if you or your staff have any questions, please contact Stephanie Kotin
in my office at 202-224-3260. Thank you very much. I look forward to speaking with you about
this imporiant issue.

With best personal regards, [ am

Sincerely yours,

Thomas R. Carper
United States Senator

63



Page 1 of 2

™, Response to questions for 1706-EUN, -EGO, and -EUR
: Mann, Juliana

to:

Tracy Lantz

02/09/2011 06:10 PM

Hide Details

From: "Mann, Juliana” <JMann@steptoe.com>

To: Tracy LantzZDC/USEPA/US@EPA

History: This message has been forwarded.
Tracy:
| spoke with Linda Fane at Nalco about your guestions and have the following information for you;
1. How long does the pulp sit in the slurry from entry point until it is removed for sheet making?

The time can vary based on the grade of paper being made (i.e., cardboard, tissue, printing paper, etc.}, the
mill size, and the chest size. The chest is the container for the slurry and pulp. There are two types of chests: a
stock chest that contains virgin materials usually used to make better grades of paper and a broke chest that
contains recycled stock. Pulp in a stock chest may be there for 2 - 6 hours before entering the sheet making
process. The pulp in the broke chest may be there for up to 24 hours. it is fed into the system as needed. Thisis
all variable depending on the chest size and type of paper being produced. The turnover in both chests may also
be much faster.

2. Is the system open or closed?

There are three different of types of chests used in paper making; open, closed with a remgvabie lid, and
closed with a sealed lid that is only opened when the system is down.

The systems used in the puip and paper mills into which these products will be used are identical to those using
Busan 1215 (EPA Reg. No. 1448-433),

| hope this is helpful. Please let me know if you have any additional questions. I'll give you a caili Thursday
morning to discuss the data matrix forms.

Thank you,
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Jui

Juti Mann | Paralegal Specialist | Steptoe & Johnson LLP 11330 Connecticut Avenue, NW | Washington, BC 20036-1795 | Phone:
202-429-3095 | Fax: 202-425-3902 | jmann@steptoe.com

This email may conlain information that is privileged, confidential, or otherwise protected from disclosure. If you have received this email in error, do
not copy, distribute, save or otherwise use. Please notify the sender immediately at jmann@steptoe.com.
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Dennis Edwards to: Velma Noble, Tracy Laniz 02/08/2011 08:54 PM

—--- Forwarded by Dennis Edwards/DC/USEPA/IS on 02/08/2011 09:54 PM «-a—

From: Joan Harrigan-Farrelly/DC/AJSEPA/US

To: Dennis Edwards/DC/USEPA/USE@EPA, Jennifer Mclain/fDC/USEPA/US@EPA
Date: 02/08/2011 01:54 PM

Subject: Fw: Naico Ashiand Buckman ~

---— Forwarded by Joan Harrigan-FarrellyyDCAISEPA/US on 02/08/2011 01:52 PM —--

From: y/DCAJSEPAIUS

To: arrellyyDC/USEPA/US@EPA
Date: : 01:38 PM

Subject: Re: Naico Ashland Buckman

Sent by EPA Wireless E-Mail Services.
Joan Harrigan-Farrelly

----- Qriginal Message -----
From: Joan Harrigan-fFarrelly
Sent: 02/08/2011 12:55 PM EST
To: Steven Bradbury
Subject: Nalco Ashland Buckman

Hi Steve,

Joan

Joan Harrigan Farrelly

US Environmental Protection Agency

Director, Antimicrobials Division

Office of Pesticide Programs

1200 Pennsylvania Ave. N.\W, Mailcode 7510P
Washington, DC 20460
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Physical Address
Cne Potomac Yard
2777 Crystai Dr.
Arlington, VA 22202
Phone: 703-603-8814
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RE: 1706-EUN (Nalco 60620) on @

Mann, Juliana to: lan Blackwell
Cec: Tracy Lantz

2 attac-'ﬁ’hents

02/04/2011 06:35 PM

Hi Tan,

Copies of the documents are attached. Please let me know if you need anything
else.

Thank vyou,
Juli

Juli Mann | Paralegal Specialist | Steptoe & Johnson LLP |[1330 Connecticut
Avenue, NW | Washington, DC 20036-1795 | Phone: 202-429-3095 | Fax:
202-429-3902 | jmann@steptoe.com

This email may contain information that is privileged, confidential, or
otherwise protected from disclosure. If you have received this email in error,
do not copy, distribute, save or otherwise use. Please notify the sender
immediately at jmann@steptoe.com.

----- Original Message-----

From: blackwell.ian@epamail.epa.gov [mailto:blackwell.ian@epamail.epa.gov]
Sent: Friday, February 04, 2011 3:53 PM

To: Mann, Juliana

Cc: Lantz.Tracy@epamail.epa.gov

Subject: 1706-BUN

To: Juli Mann
Steptoe & Johnson

From: Tan Blackwell
US EPA/AD

Dear Juli,

I have begun work on your acute toxicity submiszsion for 1706-FRUN
{D385696) . You cite two documents that I cannot locate. Can you
forward copies or internet links of these to me please?

EPA-HQ-OPP-2009-1005-0003
EPA-HO-0OPP-2002-0162-170

Thank You,

ITan Blackweall

Chemistry and Toxicology Team
Product Science Branch
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Antimicrobials Pivision (7510P)

Qffice of Pesticide Programs

Office of Chemical Safety and Pollution Prevention {OCSPEP}
U.8. Environmental Protection Agency

2777 8. Crystal Drive

Arlington, VA 22202
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E -HO-OPP-2009-1005-0003

BUCKMAN LABORATORIES, INC.’S REPLY TQ NALCO COMPANY’S DEC. 4, 2007
REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA
PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT
AND
BUCKMAN LABORATORIES. INC.’S REQUEST THAT EPA IMMEDIATELY

PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA

FOR WATER TREATMENT

Michael Boucher

MCKENNA LONG & ALDRIDGE LLP
1900 K Street, NW

Washington, D.C. 20006

(202) 496-7729

Counsel fo

Buckman Laboratories, Iic.

September 2, 2008
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L Overview

Nalco Company’s (hereinafter, “Nalco’s”) December 4, 2007 “Request That EPA
Reconsider Its Registration for Ammonia Products as Precursors to Chloramine Used in Water
Treatment and Provide Assurance That There Is No Risk of Enforcement during the
Reconsideration and Any Necessary Transition Period” (hereinafter, “Nalco’s Petition™} is a
tirade against EPA’s registrations of BCMW (EPA Reg. No. 1448-432) and Busan 1215 (EPA
Reg. No. 1448-433), Buckman Laboratories, Inc.’s (hereinafter, “Buckman’s™) manufacturing-
use and end-use ammonia products, respectively. The violence of Nalco’s protest tacitly
acknowledges Nalco’s need to register its own current end-use ammonia product, Nalcon 60620,
because Nalcon 60620 and Busan 1215 essentially have the same composition, are used by the
same industrial users in the same manner for water disinfection, and are considered
interchangeable products in the marketplace. Nalco’s Petition ignores the unknown and
potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce
monochloramine (hereinafter, “MCA”), including human health risks from unapproved residues
of MCA 1n paper used for food packaging and toxicity to aquatic organisms from MCA residues
in industrial waste water.' Not surprisingly, Nalco also ignores the significant and ongoing
damage being done unfairly to the commercial value of Buckman’s ammonia registrations — and
to Buckman’s ability to recoup its investment in such registrations — by Nalco’s ongoing sale of
unregistered ammonia with EPA’s “temporary” permission, which has lengthened to seven

months with no end in sight.

! Coincidentally, we have oblained a pre-publication Federal Register notice, attached hereto as Exhibit “A,” which
reports that Zentox Corporation has petitioned the Food and Drug Adminisiration to use MCA as a food addilive,
specifically, “as an antimicrobiat agent in poulity process chiller water” (emphasis added}, even though EPA has not
regislered MCA or ammonia for any such use. This food additive petition underscores the urgent need for EPA to
publicly affirm its jurisdiction over MCA - specifically, to prohibit the further distribution and sale of unregistered
ammonia for any waler treatment use, including poultry processing.

-1-
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To justify the status quo, Nalco offers a series of increasingly erratic and unfocnsed
arguments. Initially, Nalco alleges that ammonia cannot be registered, because it is not an active
ingredient (Nalco’s Petition at 6-7), but later flip-flops and acknowledges that, in fact, EPA can
register a precursor of an active ingredient, where registration of the active ingredient itself is not
practical (Nalco’s Petition at 9) — exactly as EPA has done with BCMW and Busan 1215,
becanse the registration of MCA itself for water treatment is impractical. Then, Nalco agrees
that combining ammeonia and sodium hypochlorite produces MCA (Nalco’s Petition at4), ina
chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient
that is separate from “chlorine” (hypochlorous acid) (Nalco’s Petition at 8-9, 11), even though
the production of MCA is a reaction that 1s not considered reversible (i.e., once formed, MCA
does not readily break down into, or otherwise produce, ammonia and hypochlorous
acid/hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active
ingredient with valuable properties that are different from those of hypochlorous acid. Nalco
also plays variations on the foregoing theme, specifically, that ammonia “sequesters™ and
releases “chlorine” by a novel chemical process that Nalco never explains (Nalco’s Petition at 4,
6-7, 11-12), and that anunonia is only an adjuvant used with “chlorine” and, thus, requires no
registration (Nalco’s Petition at 15), even though ammonia reacts completely with sodium
hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release
hypochlorous acid and does not resemble any adjuvant.

For the foregoing reasons, as articulated and explained in this petition, we respectfully
request pursuant to section 553(e) of the Administrative Procedures Act (5 U.S.C. § 553(¢)) that
EPA deny Nalco’s Petition and immediately prohibit further distribution and sale of unregistered

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs
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nor deserves any additional time. Nalco has had notice of EPA’s policy on the registration of
ammonia for water treatment since the Agency’s registration of Buckman’s ammonia products
on March 6, 2007, Since then — a period of 18 months — Nalco has found ample time to make
two lengthy and duplicative submissions and one responsive submission to EPA in order to
subvert the Agency’s registration of Buckman’s ammonia products. Neither of Nalco’s original
filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered
registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as
July 15, 2008, the Agency amended Buckman’s registration of Busan 1215 to add a new use
{(industnal water systems), which suggests no intent by EPA to grant either of Nalco’s original
requests to revoke Buckman’s ammonia registrations. Accordingly, in addition to filing petitions
with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an
application to register ammonia sometime during the past 18 months. If, as it appears, Nalco has
chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into
allowing Nalco to remain on the market without an ammonia registration and, thereby, to
continue to compete with Buckman unfairly and, specifically, to erode its customer base, the
Agency should not now reward Nalco for its gamesmanship with any additional time to register
aminonia.

In preparing this petition on behalf of Buckman, we consulted with scientists and
regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice
President and Managing Director, and Dr. David Brookman, Director of Environmental
Chemistry. Drs. Stewart and Brookman have reviewed and concur in our technical

representations in this petition.
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1L Both Nalco and Buckman sell ammonia for use in proprietary systems in which
ammonia and sodium hypochlorite react to form MCA, which is the active
ingredient supplied by each svstem for water treatment.

Use of either Nalco’s or Buckman’s end-use ammonia product, as labeled, generates the

same main active ingredient, MCA (monochloramine), which 1s formed by a chemical reaction

that occurs at the time of use. The general reaction is as follows:

Figure 1
base
HOCIHOCI + NHa/NH,* i NH,(| w———» NHCl; - NClj
Hypoclorous acid/ Ammonia/ Monochloramine Dichloramine Nitrogen
hypochlorite ion ammonium ion trichloride

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and

nitrogen trichjoride also may occur.

The noiminal active ingredient in Nalco’s end-use ammonia product (Nalcon 60620) is
“ammonium sulfate” and in Buckman’s end-use amimonia product (Busan 1215) is “ammonia
(total),” which derives from an aqueous mixture of ammonia and ammonium sulfate. Therefore,
both products provide ammonia or ammonium ions in the reaction shown in Figure 1 above, and

both lead to the in-situ generation of one or more chloramines.

According to its label, attached hereto as Exhibit “B,” Nalcon 60620 is an unregistered
formulation consisting of 20% ammonium sulfate and 80% “constituents ineffective as spray
adjuvants,” presumably water. Nalco sells Nalcon 60620 as part of its “OxiPRO™ Deposit
Control Technology” and, specifically, for use in Nalco’s “OxiPRO Feed System,” which is
illustrated and described in a Nalco proposal and a Nalco slide presentation attached hereto as
Exhibits “C” and “D,” respectively. Nalco’s label for Nalcon 60620 and Nalco’s materials on
the OxiPRO Feed System describe a process in which a Nalco technician adds Nalcon 60620 to
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sodium hypochlorite in a molar ratio between 1:1 and 2:1, at a controlled temperature, under
alkaline conditions to produce a “stabilized oxidant,” which Nalco does not identify but which is
MCA, upon examination.

Based upon the available information, use of Nalco’s OxiPRO Feed System involves the
following preparative steps:

(1) Agueous sodium hypochlorite (12.5%) is added to agueous sodium hydroxide (50%)
to produce an initial mixture of sodiuin hypochlorite, sodium hydroxide, and water (pH = 7).

(2) To this initial mixture, aqueous ammonium sulfate (20%) is added in a molar ratic
between 1:1 and 2:1 to produce a second mixture containing chloramines, sodium sulfate,
sodium chloride, and water.”

(3) The second mixture is diluted with additional water to produce a lower concentration
of MCA, presumably 10-12 parts per million (hereinafter, “ppm”) measured as total chlorine,
which is the target stated in Nalco’s June 23, 2008 slide presentation (Ex. D at 9). The diluted
mixture is promptly added to the customer’s process water at the desired point(s).

According to its label, attached hereto as Exhibit “E,” Busan 12135 is an EPA-registered
formulation (EPA Reg. No. 1448-433) consisting of 7.59% ammonia and 92.41% “inert
ingredients,” Buckman sells Busan 12135 as part of a proprietary water disinfection system for
pulp and paper mills and industrial cooling systems 1mill, specifically, Buckman’s “Busan 1215
Feed System.” The Busan 1215 Feed System is illustrated in a photograph, a line drawing, and a

process diagram attached hereto as Exhibits “F,” “G,” and “H,” respectively.

* Nalco's process descriplion does not permil eslimation of the exacl comnposition of the second mixture, which may
contain dichloramine and possibly even nitrogen trichloride in addilion to MCA.

5.
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In the Busan 1215 Feed System, a Buckman technician adds 0.5 oz. of Busan 1215 to
1 oz. of sodium hypochlorite (< 15% wt/wt) to produce MCA under conditions of controlled
temperature and pH. Specifically, use of the Busan 1215 Feed System involves the following
preparative steps:

(1) Aqueous ammonia (pH > 9) is diluted with water. Unlike the OxiPRO Feed System,
the Busan 1215 Feed System does not require the addition of a base, such as sodium hydroxide,
because basic conditions are maintained by the ammonia.

(2) The initial mixture is added to aqueous sodium hypochlorite (12.5%) at a minimum
3:2 molar ratio of sodiun hypochlorite to ammonia to produce a second mixture of MCA,
sodium chloride, and water.

{3) The second mixture is diluted with additional water to achieve a concentration of 0.5
to 1 ppm of MCA in excess of the system oxidant demand (maximurm of 5 ppm measured as total
chlorine), and the diluted niixture is promptly added to the customer’s process or cooling water
at the desired poinf(s).

When Busan 1215 is used as directed in the Busan 1215 Feed Process, the sodium
hypochlorite/hypochlorous acid is completely consumed, and chloramines other than MCA do
not form readily. For this reason, MCA is the sole oxidant (i.e., active ingredient) in solutions
prepared from Busan 1215.

In sum, a careful examination of Nalco’s OxiPRO Feed System and Buckman’s Busan
1215 Feed System shows that in both systems, ammonia and sodium hypochiorite react fo
produce chloramines. The Buckman system generates MCA, and the Nalco system generates
MCA and possibly also other chloramines. The basic chemistry underlying both processes is

familiar and has been known since the early 1900s (U.S. Envtl. Protection Agency, Office of
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Water, “Alternative Disinfectants and Oxidants Guidance Manual” (April 1999) at 6-1, available
at hitp://www.epa.gov/OGWDW/mdbp/alternative_disinfectants_guidance.pdf; hereinafter,
“Oxidants Manual”). In its December 4, 2007 petition, Nalco does everything but explain in
accurate chemical terms how ammonia is used in Nalco’s and Buckman’s water treatment
systems. Accordingly, Nalco’s avoidance of cheinistry obscures the fact that MCA is the
pesticidal active ingredient that results from both Nalco’s and Buckman’s use of ammonia for

walter treatment.

1.  Registration of ammonia is necessary, because MCA is too unstable to exist as g
marketable commodity, no EPA-approved sodium hvpochlorite label has
instructions for use with ammonia to safely produce MCA, and the continued use of
unregistered ammonia to produce MCA presents unnecessary and potentially

unreasonable risks o human health and the environment.

Over a period of a day or so, without any modification of pH or Cl:N ratio, MCA will
degrade slowly to dichloramine, specifically, to a ratio of 43% MCA to 57% dichloramine,
which is itself unstable and also has an unpleasant taste and odor to humans (Oxidants Manual at
6-2 to 6-3). For this reason, it is impractical to bottle and sell MCA as a commercial pesticide
product, and we have been unable to find any EPA registration of MCA, past or present. [nstead,
since the 1930s, the universal practice has been to generate MCA 1n situ (i.e., at the site of use)
for use as a water disinfectant (Oxidants Manual at 6-1).

In 1986, EPA’s Environmental Appeals Board affirmed the Agency’s authority to register
a “parent chemical” or “immediate precursor” that “does not itself have pesticidal properties” but
“produces pesticidal action at the site of application,” when.“the actual pesticide required to be
regulated under the Federal Insecticide, Fungicide... cannot exist as a marketable commodity,”
and when the parent chemical/immediate precursor is “the only logical chemical through which
the use of the {actual] pesticide can be regulated” (In the Matter of:- South Coast Chemical, Inc.,

2 E.AD. 139, 145 (1986); included as Exhibit “1” hereto). Under the foregoing rationale,
-
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anunonia should be registered, despite its lack of pesticidal properties, because ammonia
produces pesticidal action at the site of application, /.e., produces MCA at the use site; because
MCA cannot exist as a marketable commodity, due to its instability; and because ammonia is the
only logical chemical through which the use of MCA can be regulated.

Nalco proposes, in effect, that the registration of sodium hypochlorite alone is sufficient
to regulate the use of MCA, but there is no EPA registration of sodium hypochlorite that
addresses use with ammonia to produce MCA. Nalco’s five sodium hypochlorite registrations
(EPA Reg. Nos. 1706-171, -179, -238, -20001, -20002), attached hereto as Exhibit ““J,” are silent
about any use with ammonia, as is the registration of “Sunny Sol® 150” (EPA Reg. No. 1744-
20001), attached hereto as Exhibit “K,” a registered sodium hypochlorite product that Nalco
recommends for use with ammonia in Nalco’s OxiPRO Feed System. Thus, maintaining the
status quo — Nalco’s plan — will not ensure that users of ammonia and sodium hypochlorite to
produce MCA will have appropriate labeling, including warnings, precautions, and directions for
use, that EPA has reviewed and approved to ensure the safe use of MCA as a pesticide.

A theoretical alternative to the status quo is to amend all existing sodium hypochlorite
registrations either to prohibit use with ammonia or to specifically address such use to produce
MCA, but this is an impractical solution, because there are 211 registrants with 379 registrations
of sodium hypochlorite. On the other hand, ammonia has only one registrant, Buckman, and
only one end-use registration, for Busan 1215, which is registered specifically for use with
sodium hypochlorite to produce MCA; indéed, ammonia currently has no other “pesticidal” use.
Accordingly, to regulate the use of MCA, EPA’s best and only practical option is to register
ammonia as a precursor of MCA, as the Agency has done in Buckiman’s case and now needs to

do in the case of Nalcon 60620 and all other unregistered ammonia for water treatment.
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EPA also needs to register ammonia to ensure that the use of MCA does not present
unreasonable adverse effects on the environment. In the case of Busan 1215, for example, EPA
required Buckman, as a condition of registration, to obtain a letter from the Food and Drug
Administration regarding whether MCA requires a food additive tolerance under section 409 of
the Federal Food, Prug, and Cosmetic Act for any residues of MCA in paper used for food
packaging. In addition, MCA is toxic to aquatic organisms, and Buckman’s label includes
directions for use that limit the quantity of MCA added to the customer’s process or cooling
water to a maximum of 5 ppm measured as total chlorine and that tell users how to neutralize any
MCA detected in effluent. In other words, by registering Busan 1215, EPA was able to ensure
that the MCA produced with Busan 1215 was used safely, specifically, so as to prevent
unapproved residues in food packaging and aquatic toxicity from residues in effiuent.

Conversely, EPA has not evaluated the use of any vnregistered ammonia product to
produce MCA, and has no assurances with respect to any residues of MCA in food packaging or
waste water. Thus, unnecessary and potentially adverse risks to human health and the
environment remain. For example, Nalco’s OxiPRO Feed System releases 10-12 ppm of MCA
measured as total chlorine o the customer’s process water, which is more than fwice the

concentration of MCA permitted by EPA on Buckman’s end-use ammonia label (Ex. D at 9).

IV.  Ammonia does not sequester or release “chlorine” and is not an adjuvant; ammonia
does react with sodium hypochlorite to produce an entirely new active ingredient,
MCA. which has distinct properties from hypochlorous acid.

Nalco identifies chemical substances (cyanuric acid, diethanolamine, disodium zinc

ethylene diamine tetracetate dehydrate, ammonium carbainate) and product types (stabilizers,
sequestrants, synergists) that allegedly “perform similar functions” as ammonia but are not
registered, implying that EPA has acted irrationally in registering Busan 1215 (Nalco’s Petition
at 12-15). Nalco’s reasoning is flawed and misleading, however, because ammonia is a

9.
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precursor of MCA — specifically, a reactant in its formation - not an adjuvant. Ammonia reacts
with sodiin hypochlorite in water to form a different chemical compound, MCA, and both the
ammoma and the sodium hypochlorite are consumed in the reaction. Conversely, the chemical
substances and products that Nalco identifies do not react to form a different chemical compound
or compounds and remain chemicaily unchanged.

Naleo perpetuates a self-serving fiction that ammonia merely “sequesters” and, later,
releases “chlorine” (hypochlorous acid) (Nalco’s Petition at 4, 6-7, 11-12; Ex. C at 7; Ex. D at 7).
This characterization is false for several reasons. First, the use of Nalco’s OxiPRO Feed System
unmistakably produces MCA, which EPA recognizes as a separate and distinct active ingredient
from chlorine (Oxidants Manual at 2-30, 6-1). Second, a chemical reaction takes place when
Nalco’s ammonia product is used. The reaction produces MCA and possibly other chloramines.
Third, the chemical reaction that produces MCA is not considered reversible. In other words,
once the chloramine (or -amines) have formed through chemical reaction, they cannot break
down readily into, or otherwise produce, ammonia and hypochlorous acid/hypochlorite ions.’

Furthermore, MCA and chiorine have different chemical and antimicrobial properties,
and such differences favor MCA over chlorine in certain applications. For example, MCA is
creasingly used as a secondary disinfectant in drinking water distribution systems, because it
decays more slowly and produces substantially fewer disinfection byproducts than chlorine
{Oxidants Manual at 6-10, 6-27 to 6-29).

MCA and chlorine also have different mechanisms by which they inactivate

microorganisms. MCA reacts with four amino acids (cysteine, cystine, methionine, and

> MCA can hydrolyze very slowly in a process that can form chlorine. Alse, making a solulion of MCA strongly
acidic (pH. < 1-2) can cause the MCA to decompose and generale some chlorine. Under 1he conditions under which
MCA is used for water 1reatment, no such hydrolysis or decomposition should occur.
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tryptophan), and the mechanism of inactivation is thought to involve inhibition of proteins or
protein mediated processes, such as respiration (Oxidants Manual at 6-12). Also, MCA typically
requires “multiple hits” upon bacterial cells before cell death (Oxidants Manual at 6-12). By
contrast, chlorine 1s capable of producing lethal events at or near the cell membrane and of
affecting DNA (Oxidants Manual at 2-35). In bacteria, chlorine adversely affects cell
respiration, transport, and possibly DNA activity (Oxidants Manual at 2-35). Accordingly, MCA
does not kill microorganisms by “releasing” chiorine, or MCA would have the same
antimicrobial properties as chlorine, and it does not.

Furthermore, EPA has determined that MCA does not control as many different
microorganisms as chlorine and hypochlorous acid (Oxidant Manual at 2-36 to 2-39, 6-13 to
6-15). Accordingly, Nalco’s unqualified antimicrobial claims for its OxiPRO Feed System
(Ex. C; Ex. D) imply a level of microbial control that is not provided by MCA. The only way to
clearly separate appropriate claims for MCA from those for chlorine and hypochlorous acid is to
register Nalco’s ammonia and all other ammonia for water treatment and to properly attribute the
antimicrobial claims for MCA to such ammonia registrations.

V. EPA should promptly deny Nalco’s Petition to revoke Buckman’s ammonia
registrations, because the Agencv has properly registered Buckman’s ammenia as a

precursor of MCA for water treatment.

As explained in section IT above, a scientific analysis of how ammonia is used in Nalco’s
and Buckman’s proprietary water treatment systems shows unambigunously that MCA is the
active ingredient released by these systems for water treatment. Aé explained in section 11T
above, MCA is too unstable to be bottled and sold as a marketable commodity and, therefore, is
universally produced in situ. Accordingly, there are no active or inactive EPA registrations of
MCA by which EPA can control the potential risks from using MCA, which include wnapproved
residues in food packaging and aquatic toxicity. To address these potential risks, EPA mnst
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register one or both of the iminediate precursors of MCA, sodium hypochlorite or ammenia.
With ore registrant (Buckman), one end-use registration (Busan 1215), and no other pesticidal
uses, anmumonia is the best and only practical ¢andidate for registration, which EPA has
recognized by registering Buckman’s ammonia products after careful consideration.
Furthermore, as explained in section IV above, ammonia is a precursor of MCA, not an adjuvant:
Ammonia reacts with sodium hypochlorite to produce a new active ingredient, MCA, which has
distinct properties from hypochlorous acid, this reaction is not reversible, and ammonia does not
sequester or release hypochlorous acid. Thus, EPA’s decision to register ammonia as a precursor
of MCA has no relationship to the Agency’s past or present regulatory handling of the adjuvants
identified by Nalco. For all of the foregoing reasons, EPA properly granted registrations to
Buckman’s ammonia products, and Buckman respectfully requests that the Agency deny Nalco’s

Petition request to revoke Buckman’s registrations.

VI.  EPA should immediately prohibit further distribution and sale of unregistered
ammonia for water treatment, because the continzed sale of unregistered ammonia

to the same customers for, and for the same uses as, Buckman’s registered ammonia
presents unnecessary and potentially unreasonable risks to human health and the

gnyirenment, contradicts and undermines the Agency’s proper registration of
Buckman’s ammonia, and unfairly damages the commercial value of Buckman’s
registrations,

If EPA has properly registered Buckman’s ammonia as a precursor of MCA for water

treatment, then Nalco’s ammonia also must be registered, which Nalco has acknowledged by its
violent reaction to the registration of BCMW and Busan 1215, As demonstrated in section I
above, Nalcon 60620 and Busan 1215 are commefcially interchangeable: Both products are used
by the same people for the same purpose, namely, as a source of ammonia to produce MCA in
situ for the disinfection of industrial water. Nalco’s label description of Nalcon 60620 as a
“stabilizer for active chlorine sources” is dishonest in scientific terms, because it does not match

the chemical reactions that actually occur in the OxiPRO Feed System.
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By letter dated February 7, 2008, attached hereto as Exhibit “L,” liowever, EPA has
“temporarily” accepted Nalco’s erroneous description of Nalcon 60620 as a chlorine stabilizer,
pending further investigation. Since then — seven months and counting — Nalco has aggressively
marketed and sold unregistered ammonia to commercial users, who continue to produce and use
MCA without any EPA oversight, specifically, while Nalco has not had to demonstrate, and EPA
has not had the opportunity to confirm, that the use of Nalcon 60620 to produce MCA
adequately addresses the potential human health and environmental risks from the use of MCA.

Meanwhile, Buckmaii cannot explain EPA’s differential treatment of Nalcon 60620 and
Busan 1215 to customers, and because these products are interchangeable in the marketplace,
many customers now perceive EPA’s registration of Busan 1215 as pointless and unnecessary —~
an impression that has been reinforced by EPA’s failure to date to require the registration of any
ammonia products for water treatment other than Buckman’s. EPA’s inaction not only
contradicts Buckman’s ammonia registrations, it unfairly damages their commercial value.
Accordingly, the longer that EPA discriminates against Buckman by requiring the registration of
Buckman’s ammonia while allowing all competitive ammonia products for water treatment to be
sold without registration, the better it serves Nalco’s desire to delay registration, the harder it is
for Buckman to salvage its considerable investiment to register ammonia, and the longer the
public goes without assurance that MCA is being used safely, which is provided only by EPA’s
registering all ammonia for water treatment. Furthermore, Nalco has had more than enough time
to register ammonia and has chogen instead to focus solely on a petition process to delay
registration for as loug as possible while 1t continues to compete unfairly agamst Buckman ii1 the
marketplace with unregistered ammonia that reflects no regulatory costs. Thus, EPA should not

reward Nalco’s delaying tactics and opporfunism with any additional time to register. For all of
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these reasons, Buckman respectfully requests that EPA immediately prohibit further distribution
and sale of unregistered ammonia for use in water treatment,

YH. Coneclusion

Buclanan has demonstrated that its and Nalco’s ammonia products are used in the same
way (as precursors to produce MCA) by the same industrial users (primarily, pulp and paper
mills, but also facilities with industrial cooling systems), who perceive the two products as
interchangeable for water treatment applications (disinfection of mill and industrial cooling
water). Buckman has shown that its and Nalco’s ammonia products do not “sequester” or release
hypochlorous acid and are not adjuvants, and that EPA has the authority to register ammonia
products as precursors of MCA, since the registration of MCA itself for water treatment 18
impractical. Buckman also has shown that only the registration of a// ammonia products for
water treatment will ensure that EPA has evaluated any potential risks from the use of MCA and
restore a level playing field in the marketplace for industrial water disinfection. For these
reasons, as explained in this petition, we renew our request that EPA deny Nalco’s Petition and
immediately prohibit further distribution and sale of unregistered ammonia for water treatment.

We welcome an opportunity to discuss our petition with EPA.
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Dated: September 2, 2008
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Respectfully submitted,

Michaei Boucher

MCKENNA LONG & ALDRIDGELLP
1900 K Street, NW

Washiagton, D.C, 20006

(202) 496-7729

Counsel fo

Buckman Laboratories, Inc.
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA2008F0462]

Zentox Corp.; Filing of Food Additive Petition

AGENCY:
Food and Drug Administration, HHS.

ACTION:
Notice.

SUMMARY :

The Feod and Drug Administration (FDA} is anncuncing that Zentox Corp. has
filed a petition proposing that the food additive regulaticns be amended to
provide for the safe use of monochloramine as an antimicreobial agent in poultry

process chiller waterx.

DATES :
Submit written or electronic comments con the petitioner's environmental
assessmaent by [insert date 30 days after date of publication in the Federal

Register} .

ADDRESSES:

Submit written comments to thée Pivision of Dockets Management {HFA305}, Food
and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852.
Submit electronic comments to http://www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:

Judith Kidwell, Center for Feood Safety and Applied Nutrition (EFS265), Food and
Drug Administration, 5100 Paint Branch Pkwy., College Park, MD 207403835,
3014361071

SUPPLEMENTARY INFORMATION:

Under the Federal Food, Drug, and Cosmetic Act {sec. 409(b) (5} {21 U.s.C.

348 (b} {5}}), notice is given that a food additive petition (FAP 8A4775) has been
filed by Zentox Corp., c/o Burdock Group, 801 North Orange Ave., suite 710,
Orlando, FL 32801. The petition proposes to amend the food additive regulations
in part 1738econdary Direct Food Additives Permitted in Food for Human
Consumption {21 CFR part 173} to provide for the safe use of monochloramine as
an antimicrobial agent in poultry process chiller water,

The potential environmental impact of this petition is being reviewed. To
encourage public participation consistent with regulation issued under the
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National Environmental Policy Act {40 CFR 1501.4(b)), the agency is placing the
environmental assessment submitted with the petition that is the subject of this
notice on public display at the Division of Dockets Management {see DATES and
ADDRESSES) for public review and comment.

Interested persons may submit to the Division of Dockets Management (see
ADDRESSES) written or electronic comments regarding this document. Submit a
single copy of electronic comments or two paper copies of any mailed comments,
except that individuals may subwit one paper copy. Comments are to be identified
with the docket pumber found in brackets in the heading of this document.
Received comments may be seen in the Division of Dockets Management between 9
a.m. and 4 p.m., Monday through Friday. FDA will also place on public display
any amendments to, or comments on, the petitioner's environmental assessment
without further announcement in the Federal Register. If, based on its review,
the agency finds that an environmental impact statement iz not reguired, and
this petition results in a regulation, the notice of availability of the
agency's finding of no significant impact and the evidence supporting that
finding will be published with the regulation in the Federal Register in
accordance with 21 CFR 25.51(b) .

Please note that on January 15, 2008, the FDA Division of Dockets Management Web
site trangitioned to the Federal Dockets Management System (FDMS). FDMS is a
Government-wide, electronic docket management system. Electronic comments oxr

submissions will be accepted by FDA only through FDMS at
http://www.regulations.gov.

Dated: August 27, 2008.
Laura M. Tarantino,
Director, Office of Food Additive Safety, Center for Food Safety and Applied

Nutrition.

[FR Doc. 08?2?27 Filed 222?708; 8:45 amlBILLING CODE 4160018

{FR Doc. 2008-2029%93 Filed 08/29%/2008 at 8:45 am; Publication Date: 0%/03/2008)
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HMaico
‘Nalcon® 6062

Stabilizing solution for use with active chlorine sources.

Naleon® 60620 is a unigue stabifizer for acfive chlorine sonrces. Maleon® 60620 stabilizer minimizes
The decomposilion of ective chlorine cansed by the high chlorine demand of papermaking waters,
When uscd as directed, Malcon® 60620 siabilizer reduces 1he quantity of aclive chlorine ihat reacts
with dissolved and suspended organics, thereby maximizing compatibility with sensifive process
. additives. By reducing interactions with sources of active chlorine demand (including sensitive
process addidves suck as optical brightensrs, retenlion aids, and we! and diy strength aids) Nalcon®
- 60620 optimizes chloring stabilization, Nalcon® 60620 is intended for use in process waters used in
The manufsctre of botl food and non-food papcrboard,
PRINCIPAL FUNCTIONING AGENTS:
Ammoniom sulfate...
CONSTITUENTS I‘NEFFECTIVE AS SPRAY AD.TUVANTS
- TOTAL...

.20, 0‘.’&
...‘30.0/‘6 -

[Ep— .-1-00.0%
XEEP QUT OF REACH OF CHILDREN
WARNING

FIRST AID

TF T EYES: Hold eyes hpen snd nnsc dowly and geatly with water for 15-20 mmules. Gel medical anention iFiritetion pzeurs and
penists,
+ TF ON SXTH: Rinse skin immediately with plesty of weter or 1520 mi K‘ develop, 1eik medieal i

TF SWALLOWED: Call a peison control ecnler o1 doctarimmediaidy (o braiment ad\rlu Huve person sip # glass of water, Ty not
intose vomiling withoat mediend advice, $o not give anything by moulk toon ummm per:on

= IF TWNHALED: ¥irs aid is normally no! requited.  Remove 10 fesh air, treat gymg . L
aeFvice .

ymp Jevelop, seed modical

NOTE TO PHYSICIAN

Based on the indhvidusl reactions of s prtient, tis phymirian's judgmet shoold be used wo contrc] 5y and elinkeal condlii
Havg the producl conlzingr or Tabel-with you when @iling 2 Poiser control Center or doctsy or gaing : Tor tEskmEeRL

NET CONTENTS SHOWN ELSEWHERE ON CONTAINER

* Revised: 7/25£2007

VSRt AA S PSSR St B §

e
i

PRECAUTIONARY STATEMENTE

HAZARDS TQ HUMANS AND. DOMESTIC ANIMALS

Warning: May cause irritalion to. the eyes, and: skin. Do not get.in eyes, on skin, or on clothlnh_; D=
not ake intemally. Use with adequate ventilation Rinse thoroughly wilh water after handling.
Remove contaminated clothing and wash clothmg before reuse.  Wear protective: eyewcar {(goggles,

face shield or safety glasses), protective cfothlng and protective gloves (mbher chemical resistant)
when handling,

STORAGE AND DISPOSAL

Store in suitable, tightly closed, labeled containers. In case of a spill, soak up spill with sbsorbent
material and clean contaminated. surfaces with water or aquoous cleaning agents.  Wastes restilting
from the vse of this product are not subjected ko federal regulation. Consult stale or local regulations

for any additional handling, trcatment. or (!Lsposal requirements,  For disposal, contact a properly
licensed waste treatment, storage, disposal or recyel ing facility.

DIRECTIONS FOR USE

Malcon® 50620 stabilizer can be tmixed with a soul'ce ofactwe chlorme prior to paper machine sateys,
or added 1o a system curvently trealed with active chlorines,

T Naleon® 60620 stabilizer is pre-blended with the active chlorine. sonrce, the mixture should. then be
added to process watler streams at ot itnediatcly priot to a point of sufficient mixing, such os the main:
water inlet, the fan. pump, or wite pitt Use a smetering pump of sufficient accuracy on each, Tignid .

piped with back-flow prevention, to produce the liquid blend using an in-linc-mixing device {such ssa
static T mixer).

DOSAGE: For optimal stablhzanon add Malcon 60620 slabll:zer to active chloring at a molar ralio
berween 1:t and 2:1. For food contact, use no more thau nceded to achieve 1he desired effect.

-

NOT FOR USE N FISH BEARING WATERS. - "y

Malco Company
1601 West Diehl Road
Naperville, IL 605631 198.
EMERGENCY PHONE NGO, (800) 424-9300

THIS FRODUCT I8 NOT REGULATED DURING TRANSPORTATION.
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DENSITY
3.1 Ib/gal

NET WEIGHT

FDA: 21 CFR 176.170 Components of paper and
paperboard in contact with aqueous and fatty foods and
21 CFR 176.180 Components of paper and paperboard
in contact with dry foods., 21 CFR 176.210 Defoaming
agents used in the manufacture of paper and
paperboard. Hazardous ingredients may be listed
under State Right-to-Know.

s T Wt e A w R AT i e o S

KOSHER: This product has been certified as
KOSHER/PAREVE for year-round use INCLUDING
THE PASSOVER SEASON by the CHICAGO
RABBINICAL. COUNCIL

| NFPA

De of H d

4 zgée:mmaazar HEALTH

3 =High

2= Moderale

1=Lo

0= Insigntficant | PHYSICAL

e, HHAZARD
PERSONAL

MADEIN'G.S.A. | PROTECTION

Proprietary Halogen Stabilizer

CAUTION! May cause irritation with prolonged contact. Do not
getin eyes, on skin, on clothing. Do nottake internally. Use with
adequate ventilation.” In case of contact with eyes, rinse
immediately with plenty of water and seek medical advice. After
contact with skin, wash immediately with plenty of water. Wear
suitable protective clothing.

STATE RIGHT-TO-KNOW:
inorganic salt ... Propristary

ATTENTION: For more information refer to the material safety data sheet.
Empty containers may contain residual product. DO NOT reuse containers
unless property reconditioned.

Nalco Company -Plant 140
Eliwood Clty North Plant 125 Naico Way, ELLWOOD CITY, PA, USA 16117
T2ATS28Z200

Material: 60620.91  Generated: 10/29/2007

U.S. DOT Shipping Name: PRODUCT IS NOT REGULATED DURING TRANSPORTATION
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M\aLco OxiPRO'

OxiPRO™ Deposit Control Technology PROPOSAL

Production Leader

Thank you for the opportunity to review our OxiPRO™ Deposit Control
Technology.

Please find enclosed our proposal outlining how OxIPRO™, can benefit thegil}

Nalco’s OxiPRO™ Deposit Control Technology offers improved paper machine
efficiency by controlling microblal-based deposits through:

o Innovative chiorine stabilizing chemistries

o A combination of new and unique proactive monitoring tools,

o Application expertise & strategies to maximize performance

Resulting in:
o Improved system stability
o Reduced treatment cost
o Reduce sheet defects
o Increased uptime.

We thank you once agaln for this opportunity to work with you and look forward
to discussing this proposal with you in more detail.

Sincerely,

Nalco Company
CcC
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H\aLco OxiPRO'

OxiPRO™ Deposit Control Technology PROPOSAL

The foliowing Is a iroiosal for OxIPRO™ microbloiogical control program for

Nalco's OxiPRO™ Deposit Control Technology Is a stabillzed oxidant program. It
takes an oxldant that has been biended with caustic on site and stabilizes it with
our unigue chemistry, A specially designed feed system insures the oxidant is
completely stabilized. Nalco’s oniine microbiolegical monitoring unlt provides
continuous real time results for proactive control.

Nalco’s OxiPRO™ innovative oxidant stabilizer program can provide. with
these benefits:

» The most economical microblological treatment program for neutral
conditions

Consistently meet or exdend boil out target periods.

Greater system assurance through online monitoring

Longer equipment life due to a less corrosive chemistry.

Improved runnabliity of machine and converting due to less holes/deposits
creating sheet defects and breaks

. Innovatwe chlonne stabmzer o
Naico has several stabillzed oxidants that can be utilized for your system,
Testing and Naico experience has shown that Nalco 60620 Is most effective in

your system.

+ Improved Siio treatment strategies to minimize biomass
Nalco’s OxiPRO™ program creates stabllize oxidants that provide extended
controi even in the most demanding systems. Nalco will employ a siug feed
fo heip Improve system deaniiness while minimizing adverse effects of high
free chiotine residuals on machine performance and paper quality.

» Real-time microbial monitoring for greater system assurance and
optimization.
This program comes with Nalco's new patent pending oniine continuous
microbiological monitoring unit for optimum proactive control. Real time MB
monltoring aliows for immediate response before a system upset can occur.
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M\ aLco OxiPRO"

OxiPRO™ Deposit Control Technology PROPOSAL
%.-» 2-Improved-Machine Efficiency.

Eliminating biological upsets will help improve wet end stability. Improved
machine and convetrting runnability due to less microbiolo gical holes/deposits.

¥ Program Obj "and iteria;

Be safe and reliable at a!! times

Maintain a clean paper machine system with no macrobaoioglca! deposits,
Provide timely monitoring data for proactive control.

Have no negative impacts on wet end chemistry.

Provide service needed to maintain the program In peak performance and
document the results

Program Cost:
The program woulid be billed on a price/ton basis. ]

* 4 » & a

Nalco 60620 and Nalco BL 409 $2.35/swt
Bleach, 12.5% Supplied by¥§ din totes or bulk
This pricing also includes:
» One feed systems capable of feeding 4 addition points.
One OxIPRO™ Monitoring unit. "%
Nalco service and support program.
Naico maintains ownership of the feed and monitoring equipment.
A water softener if needed.

R ouid provide the following:
C!ean water for final difution.

Assistance Installing the equipment.

Electrical and piping connections to the units and feed points.

Wireless or Ethernet connection for monitor information transfer,

Bleach in totes or bulk storage o

ey

Discussion:

Nalco's OxIPRO™ Deposit Contrd Technology program for I includes
feed equipment, monltoring equipment, a stabilized oxidant program, and on-site
service. This discussion will provide details and supporting information for the

proposed program.

Stabllized Oxidant Chemistry:
OxiPRO™ Technology combines a stabilizer (Najco §0620) blended on site by the
feed skid with commercially available 12.5% sodium hypochiorite and NaOH.
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HNaLco OxiPRO’
OxiPRO™ Deposit Control Technology PROPOSAL .
The stabilizer Is determined by a screening performed at the Nalco Technical
Facility utilizing your fumish.

The stabllizer of choice from the testing Is Nalco 60620, It showed to have the
best iow concentration kil as well as the best high concentration persistence
when compared with the other products.

This product has shown to be effective In simllar environments both in the lab
and in mill experience. This product is currently being utilized in muitsple tissues
and towel mills with great success.

OxiPRO™ Feed System
The feed skid blends the chemistries in the appropriate ratios and delivers the

stabilized oxidant to the paper process. Below is a simple flow sheet, of the feed
skid operation. The feed skids can be designed to run in a slug configuration or a
continuous operation. For the (i} system we recommend utllizing a slug
feed operation to assure proper coverage and cost effectiveness.

12.5% N-50820
Sodium Stabilizer
" Hypochiorite g
Paper
| Mixing y pf Mdng | o Process
50% Tea Tee 1" bce
Sodium
Hydroxide Dilution
Water
Addition Points

Nalco recommends the following addition points for thefjjill operation, These
polnts could change or be reduced pending system requirements as the program

is optimized.

1. TMSilo
2. T™M Shower Water Tank
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M \aLco OxiPRO

KAEHET TN,

OxiPRO™ Deposit Control Technology PROPOSAL

OxiPRO™ On-Line Monitoring

Nalco’s on line monitor is an important part of this system. This unit was
developed by Nalco to provide real time information and true proactive control.
The unlt continuously monitors four system conditions:

1. Microblological activity level
2. Overall fouling rate

3. ORP

4. pH

The unit monitors a head box or white water system side stream and the sample
can be returned back to the process, An internet connected computer or cell
phone can access the data immediately elther on-site or remotely. Target
control ranges can be set for each parameter and the unit will send alarms to a
computer or by cell phone text message alerting the local team to take action as
required.

The foliowing is actua! data from the monitor that & Naico representative used to
prevent a fost time upset. Similar incldents at this mill before the monitor was

installed caused six hours of iost time.

Mill A - Menitoring In Action

Saptember 2006

3
g

ORF{mV) T OFM Fouling Index

Microblal Aémq
8

wLDE MIOE DA MATE BSOS SAN) MO ATOR STE DURTY ShtDg B0 pMLDE g
[ —Activity index  —-Biomonhor-Fouting  —DORP_|

A similar Incident last year caused & hours
of downtime and an unscheduled bollout/

L1

| 0




CheT CEIT I FEEM L ENTY

v NALCO OxiPRO"

OxiPRO™ Deposit Control Technology PROPOSAL

Traditional Microbiological Monitoring

In addition to the online monltoring, Nalco performs standard microblal surveys
using plate counts and chlorine residuals as required. ATP monitoring Is also
used to help cailbrate the monitor target control ranges and troubleshooting

variations in the process.

Nalco Service Program
QOur experienced local Nalco team will provide regular service for the program.

Our service program will be tallored to your needs and may include:

A Nalco representative in the mill

On call coverage 24 hours, 7 days a week.

Regular maintenance and repair of the feed and monitoring equipment.
Bl-weekly reports summarizing program performance

Weekly machine Inspection for MB deposits with more detailed inspection :
during cutages. !
» System trouble shooting as required. ' ‘

We look forward to discussing the value Nalco's OxiPRO™ Deposit Control

Program can give? We want to thank you for the opportunity to
service your facility and your request for this proposal, _
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Questions on Naleo OxiPRO System

[. What are the reactions that create the active ingredient?
The stabilizers in the OxiPRO system when mixed with bleach in a specified ratio
form a umque stabilized chlorine intermediate prior fo being introduced fo the
paper making process, The stabilized chlorine intermediate ensures that the
chionne is not consumed by the organic components of the papermaking process
such as fiber, and filler. This increases the opportunity for the stabilized
intermediate to come in contact with planktonic bacteria orbacteria in & biofilm
and then hydrolyze the chlorine back to hypochlorous acid --the biocide.

2. What is the mechanism of disinfection?

Disimnfection 1s completed through the action of hypochlorous acid on bacterial
membranes, and oxidation of sulthydryl groups.

3. 'What species of chlorine are present?
Hypochlorous acid is present in the beginning and the end of the stabilization process.
4. What are the by-products.{Spent Waste Products) ?

Sulfate in the case of 60620, Hydantoin m the case of 03P0O125, minor organic sait in the
case of 60615

5. What are the heaith hazards of the active ingredient.?

The active ingredient is hypochlorous acid (HOCI). The health hazards of HOCI are
well known an documented,
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Why are we running this trial?

@ Opportunity to Improve Operations:
« Cleaner water system

« Fewer sheet breaks, defects, and rejects
= Reduced downtime

» {ncreased machine speed

@ Bottom line:
= Increase safety if the program can eliminate boilouts
« Increase machine efficiency if reduce downtime

= Better quality of less holes, defects and sheet breaks.
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Why did we chose this program?

& Meets our goals

@ Better monitoring tools

@ New chemical technology with OxiPRO
@ Direct comparison with other programs:
= Boilouts only -

= Stabilized Chlorine — OxiPRO

« DBNPA
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Current Program

What are our goals for a biocide program:

Safety

No wet end deposits or breaks related to microbiological
No sheet quality issues

No boilouts/Wash-ups/Headbox deposits

No impact on other chemistries

e O 00

- Current Microbiological Program:

@ Current biocide program doesn't attack slime formers on (i and @ and no
program on Pl Using Bleach & DBNPA,

& Monitoring with weekly plate counts and ORP

Boilouts when problem occurs

@ Other

« pH and temp range is good for fllamentous and slime formers
» Lower free chlorine in mill fresh water (<.5ppm)

o

Trial will help determine the Program to meet our goals on PM5
@ Befter data analysis = belter decisions & optimization.
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Better Monitoring

@ Current Monitoring
« Manual sampling -
« No formal program
« 1ime lag for data
= Reactive to problems on the machine
= Plate counts and ORP only

¢ Monitoring during Trial
« Automated and Manual sampling
« Formal monitoring prog.am
= Real time data for biofouling and ORP
« Ability to be Proactive to prevent problems
= Alarm if problems occur
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Situation without
Stabilization

The free chlorine is lost
by reacting with the
surface of the biofilm.

Stabilizer

NaOCl

Situation with
Stabilization

The chlorine is
released inside the
biofilm matrix.
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Trial Plan Detalls

@ Timeline:
« June 24 - Monitoring Only (Boilouts)

« Aug / Sept - OxiPRO (2 months)

. Oct/Nov - DBNPA (2 months)

& Feed Strategy and Application
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Feed Strategy and Application

| s | N-60620
Sodium _— .
Hypochlorite Stabliizer Sl rocess
Mixing y Mixing .MaChine SHO
Tl Tee LT | % 7| » Clarified Shower
50% ter
Sodium | | Wate

Hydoride | Dilution ‘
Water
OxiPRO Location and Estimated Dose
@ Machine Silo (Based on 65,000 gal, 12 ppm as total chlorine)
« 65 GPD 60620, 38 GPD Mill Bleach
« 45 min slugs, 4 times per day

« Eliminate headbox and approach system biological deposition

@ Shower Water Chest (Based on 40,000 gal, 10 ppm as total chlorine)
= 5 GPD 60620, 2.5 GPD Mill Bleach
» 10 min slugs, once per day
= Provide kill and preservative for shower water and mist areas
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Logistics

@ Locations of the chemicals and feed system
= Temporary frial set up
- In the basement, by pressure weir
- Move existing totes to other locations
- = Long term plans
- Hard piped to existing systems

@ Monitoring system details
& Feed system details
@ Component of the feed system

A ‘ .
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OxiPRO" Feed System

Fully automated to ensure safety and
quality of product

DCS connections available

" S{[artfstop, flow rates, interlocks,
etc

Push water tie in, automatic flush
water sequence

All mixing and splitting done on skid

Temperature monitoring to ensure
proper ratios and safety

Ability to shut down one addition point
while running other(s)

Nalco owned and maintained

12
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3 Component with Drive Water

Basic Configuration: 3 Component with drive water

Stabilflzer 'P Kive displacement pump l _______
60620 | \
. Sofl Drive -
| Water I
! | Process
f | L
Bleach Po*lﬂve displacement pump
7341 ! NOTE 1: Double Hines #re not required
Regist f d T T
gg:p:;egp:;(:z?nzn um] ! NOTE 2: 5ol welar raguleed to prevent acafing
| ! NOTE : Sen sechon on faed polnis for dalaits
I | HOTE 4:Tee and Stalie dier onfy
. Positlve CﬂSpl acement pump ! NOTE 5: Temparalue measusemant
austic m] N
BL-409 | :%f |

13
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Safety

@ Chemical hazards review

@ Loading and unloading safety
= Temporary operations SOP to refill totes |
« Long term — hard piped

= Nalco rep to handle refills, PM{@ operator to truck totes
« SOP review

@ Feed system safety
= [emporary piping (tube in tube)

@ Other safety concerns

14
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-“““:%"} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
. %} WASHINGTON, D.C. 20460
1, Pndﬁ'c“‘&
OFFICE OF
JHL ] 5 m PREVENTION, PESTICIDES AND

TOXIC SLUBSTANCES

Mr. Carl Watson, Ph.D.

Sr. Requlatory Toxicologist
Buckman Laboratories, inc.
1256 N. Mclean Blv.
Memphis, TN 38108

Subject: Busan 1215
EPA Registration Number 1448-433
Application Dated June 6, 2007
Received Date June 11, 2007

Dear Mr. Watson:

The following fabel revisions submitted in connection with registration under the Federal
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable,

Proposed Labeling:
O New Use: Industrial water systems
General Comment:

Should you have any questions concerning this letter please contact Drusilia
Copeland at (703) 308-6224 or Velma Noble (70) 308-6233

Sincerely,

Wt

Velma Nobel

Product Manager (31)

Regulatory Management Branch |
Antimicrobials Division {(7510P)

Enclosure: Stamped Label

Internel Address (URL) » hitp/Avww.epa.gov
Recycled/Recyclakle » Printed with Vegetable Oll Bascd Inka on Procesa Chierine Free Recycled Paper [Minimum 80% Poswonwmagluﬁrgm}
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Busan 1215 Feed System
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=

Busan 1215 Feed System Diagram | g " 12"
Set water flow rate with valve 9 | 7 a2

Application 4
Application 3
Application 2

Emergency

fiush water Application 1

Dilution water Busan 1215
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BUSAN 1215 Valve Settings

start
_______ # |description . [ position
''''''' 1 | water filter bypass closed
2 waterfilterjrlet B opern
3 |water filter outlet - open
4 water filter drain B  closed
5 water booster pump bypass closed
& dilution water drain sample tap _closed
T dilution water supply ‘open
_ 8 |emergency flushsupply open
______ 9 dilution water flow rate adjustment open
10 |sample tap Busan mixture to applications closed
11 application point 1 outlet open
12 application point 2, 3, 4 outlet o open
13 |Busan 1215 inlet ' open
___________ 14 Busan 1215 strainer isolation valve open
15 |Busan 1215 calibration column inlet closed
16 |Busan 1215 outlet open
........... 17_ Bleach inlet . open
18 Bleach strainer isclation valve apen
12 | Bleach calibration column inlet closed
20 |Bleach 1215 outlet open
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- - ( 5 TSA-HQ-OPP-2002-0162-0170

. % - ‘ 0/%2%«57/&5"@/70

;‘% UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
%M“; WASHINGTON, D.C. 204860
4‘?{ W(’S’

PFIEVENTiON PESTICIDES
AND TOXIC SUBSTANCES

July 24, 2002
MEMORANDUM

FROM: Kathryn Boyle, CoChair OFG

and
Kerry Leifer, CoChair IIFG %,\bfg\

TO: Robert Forrest, Chief
Minor Use, Inerts, and Emergency Response Branch

SUBJECT: IIFG Decision Documents on Reassessing Exemptions from the Requirement of a
Tolerance for the Mineral Acids (Hydrochloric, Carbonic, Phosphoric, and
Sulfuric) and their Ammonium, Calcium, Ferrous, Ferric, Magnesium,
Potassium, Sodium, andfor Zinc Salts

Collectively these Decision Documents cover four mineral acids and the salts of these
acids. The individual Decision Documents are: (1) Hydrochloric Acid and Salts, (2) Salts of
Carbonic Acid, (3) Phosphoric Acid and Salts, and (4} Sulfuric Acid and Salts, The Inert
Ingredient Focus Group reassessment is based on various conclusions of the FAO/WHO Joint
Expert Committee on Food Additives, conclusions of various FDA GRAS (Generally
Recognized As Safe) Assessments, information previously used by OPP as part of the
reregistration process, and other information available on government websites,

In total 46 exemptions from the requirement of a tolerance in 40-CFR 180 are feassessed‘
This total consists of 18 in the phosphoric acid document, nine in the hydrochloric acid
document, six in the carbonic acid document, and 13 in the sulfuric acid document.

N
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INERT INGREDIENT FOCUS GROUP

DECISION DOCUMENT for

Hydrochloric Acid and Salts

Petition No.: no
Tolerance Reassessments?: yes
Chemical Category/Group: mineral acid and salts .

The following describes the vaﬁou; ways that hydrochloric acid and its salts are used.

Table 1: Use Pattern {pesticidal - inert ingredient)

Chemical Name ] PC Code 40 CFR Inert Use Paticrn (Pesticidal) ‘ Current Inert List

180.1001
hydrochloric acid 045901 {c) solvent, neutrakizer 3
845901
ammonium chloride | 900327 {c) intensifer, fire suppressant 4B
calcium chloride 875605 {c}, (&) stabilizer " 4B
ferric chloride 834901 {d} limitation of 2%, . ‘ 4B
suspending, dispersing agent
magresiom chloride ; 013602 {© gafener ! 4B i
813902 ) '
potassivm chloride | 813904 ) solid diluent, carrier ' 4B
sodium chloride 800012 ©) solid diluent, carrer ' 4A°

There is also a tolerance exemption for sodium chloride in 40 CFR 180.2.
Use Pattern: (pesticidal - active ingredient)
At this time, only hydrochloric acid and magnesiuim chloride are used as active |

ingredients. Hydrochloric acid is used as a disinfectant in 48 products. Many of these products
are toilet bowl cleaners, with concentrations of hydrochloric acid ranging from 9.5 to 60%.



However, potable human drinking water systems, meat and pouitry processing plants, and
hospitals are also use sites. Magnesium chloride is used as an herbicide at iceplants in only one
product. There are no longer any EPA-registered active ingredient uses for any of the other

above-listed chloride salts.

Table 2: Use Pattern (FDA GRAS)

Chemical

GRAS Citation

GRAS Uses

hydrochloric acid

21 CFR 182.1657

neutralizing agent,

ammonium chloride

21 CFR 184.1138

dough strengthener, flavor enhancer,
leavening agent, processing aid

calcium chloride

21 CFR 184.1193

anticaking agent, antimicrobial agent,
curing or pickling agent, firming agent,
flavor eahancer, humectant, nutrient
supplement, pH control agent, processing -
aid, stabilizer and thickener, surface active
agent, synergist, texturizer

ferric chloride

21 CFR 184.1297

flavoring agent

magnesium chloride

21 CFR 184.1426

flavoring agent and adjuvant, nutrient
supplement

potassium chloride

21 CFR 184.1622

flavor enhancer, flavoring agent, nutrient
supplement, pH control agent, stabilizer or

thickener

Ammonium chloride and caleium chloride also have uses in food contact surface
sanitizing solutions under 21 CFR 178.1010.

<3

2

,o’b’ﬂ’

130 -



Table 3: Use Pattern {non-pesticidal):

Chemical

Uses

hydrochloric acid

in the production of chlorides; refiniag ore in the production of tin and taatalum; to néutralize
basic systems; laboratory rcagent; hydrolyzing of starch and proteins in the preparation of
various food products; pickling and cleaning of metal produets; as catalyst and solvent in
organic synthesis; for oil- and gas-well treatment; in removing scale from boilers and heat-
exchange equipment; pharmaceutic aid (acidifier).

ammoniuin
chioride

solutions for eye irrigation, fertilizer, dyeing, electroplating, safety explosives, lustering
cotton, washing powders, electrolyte for dry cell batteries, soldering, metal and refinishing
fiux, galvanizing )

calcium chloride

used for antifreeze and refrigerating solution, in fire extinguishers, to preserve wood and
stone, ice manufacturiag, glues, cements, fireproofing fabrics, automobile antifreeze
mixtures, to melt ice and snow, as coagulant in rubber manufacturing, as size in admixtere
with starch paste, in concrete mixes to give quieker initial set and greater strength,
freezeproofing of coal and gres, dust contro! on uapaved roads, sizing and finishiag cotton
fabrics, as brine for filling inflatable tires on tractors to increase traction,

ferric chloride treatment of sewage and industrial wastes; etching agent for engraving, photography, and
printed circuitry; condensation catalyst in Priedel-crafts reactions; mordant; oxidizing,
chlorinating, and condensing agent; disinfectant; pigment; feed additive; water purification.
magnesium source of magnesium metal, chernical intermediate for magnesium oxychloride for cement,
chloride catalyst, flocculating agent, agent in fire extinguishers, agent in textile and paper

manufacturing, component for ceramics, fireproofing agent for wood, component of

{ refrigerating brines

- potassiura chloride

fertilizer component {primary piant nutrient); chemical iatermediate in production of other
potassium salis; photography; medical uses both orally and intraveaously for treating
potassium depletion states; dietary supplement.

sodium chloride

In the production of chemicals (sodium hydroxide, soda ash, hydrogen chloride, chlosine,
metallic sodiurn), ceramic glazes, metallsrgy, curing hides, food preservative, food
seasoning, mineral waters, soap manufacture (salting cut), home water softeners, highway
deicing, regeneration of ion-exchange resins, photography, herbicide, fire extinguishing,
nuclear reactors, mouthwash, medicine (heat exhaustion - intravenous solutions for fluid
replacement), saline solutions for eye washes and contact lens solutions, salting out dyestuffs,
supercooled sclutions.

It should be noted that ammonium chloride and polassium chloride have uses as
fertilizers. Plants need various elements (metals and non-metals} for proper growth, Especially
for agricultural crops, ‘plants are supplied these elements as part of chemical fertilizers. The most
tmportant elements for plant growth are nitrogen, phosphorus, and potasstum. Other metals
needed in the soil for plant up-take are calcium, magnesium, iron, and trace elements such as
zine. Both potasstum chloride and ammontum chloride are intenttonally added to growing
agricultural crops as needed to promote plant growth.

A 0T
¥
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Assessment of Hydrochloric Acid and its Salts

Hydrochloric acid and its ammonium, sodium, potassium, calcium, magnesium, and iron
salts are being assessed as a group due to their chemical similarilies.- Due to its acidic nature the

toxicity of hydrochloric acid will be different from those of the more neutral chloride salts.
However, the chloride salts all contain the chloride ion and thus share some commeon
chemistries. A major focus of this assessmeni is the work previously performed by FDA in
assessing the safety of these chemicals as food additives. -

1. Physical/Chemical Properties:

The physical and chemical properties of hydrochloric acid and its various salts are
described in the May 7, 2002 EFED Assessment. See attached.

2. Information Sources:

The following information was used in performing this assessment. The available
information consisted of information retrieved from various websites, such as: '

. EPA (www.epa.gov), ,

. NIOSH, (www.cdc.gov/niosh/fipcsneng/nengl 184.html),
(www.cdc.gov/niosh/ipcsneng/neng1051 htmi), '
{www.cdc.gov/niosh/ipcsneng/neng(764 .html},

{(www.cdc.gov/niosh/npg/npgd0229.html), and
{(www.cdc.gov/niosh/npg/npgd0346.html)

. TOXNET { www.toxnet.nlm.nih.gov.),

. WHO (www.inchem.org/documents/iecfa/jecmono/v05je83.him} and

www.inchem.org/documents/iecfaliecmono/40abcid3.htm

Various FDA GRAS Assessments were used, as well as, the FAO/WHO Assessments.
3. NIOSH (National Institute for Occupational Safety and Health)

The NIOSH Pocket Guide for hydrogen chloride indicates that hydrogen chloride is a
colorless to slightly yellow gas with a pungent, irritating odor. It is nonflammable. Additional
information on the NIOSH web-site included the Occupational Health Guideline for Hydrogen
Chloride. Hydrogen chloride gas irritates the eyes, mucous membranes, and skin, The current
OSHA standard for hydrogen chloride is a ceiling of 7 mg/m®. Ingestion of hydrochloric acid
can cause severe bums of the mucous membranes of the mouth, esophagus, and stomach.

The NIOSH Intemnational Chemical Safety Cards for magnesium and calcium chloride
indicate that TLVs (Threshold Limit Values) have not been established. Both chemicals can
irritate the skin and the respiratory tract, and when dissolved in water liberate a considerable



. , amount of heat.

According the International Chemical Safety Card for ammonium chloride, the substance
irritates the eyes, the skin and the respiratory tract. The TLV is established only for the fume,

” ‘I" - The NIOSH International Chemical Safety Cards for iron salts (soluble, as Fe) which
v includes ferric chloride indicates an exposure limit of I mg/m? (time weighted average).

4, Acid Characteristics

An acid is a substance that when dissolved in water yields H* ions. The increase of the
concentration of the H* ions lowers the pH. Mineral acids contain a non-metal such as
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen.
When combined with oxygen, these anions can be referred to as oxyanions. Strong acids are )
those acids that when dissolved completely transfer their H* ions to water. Hydrochloric acid is
an example of a strong acid.

5. Cations: Sedium, Potassium, Calcium, Magnesium, and Iron

Generaily, a salt of a strong acid, such as hydrochloric acid, when dissolved in water
dissociates to yield the chloride ion (an anion, which is negatively charged) and a positively
charged cation. In the human body, these salts 1end to dissociate and thus, for the most part,
react in the body as the anion and the cation. '

Metals such as calcium, sodium, magnesium, potassium, and iron are also required for
proper functioning of human biological systems. For risk assessment purposes an important
feature of these metals is that overall the body does have an effective means of processing them.
The primary means of exposure to these cations is ingestion. Four of the most common cations
required for functioning of human biology are: sodium, potassium, calcium and magnesium.
Chemically, sodium and potassium belong to the same chemical family: calcium and
magnesium belong to a different chemical family.

Sodiurn:

The average human body burden of sodium is approximately 20 grams (g) for a 70
kilogram (kg) adult. The sodium cation is necessary for the nerves and muscles to function
properly. It is the principal cation of extracellular fluid, and helps to maintain the body’s water
balance. These electrolytes, the electrically charged ions in the body fluids, consist to a great
extent of sodium and potassium. There is no Recommended Dietary Allowance (RDA) for
sodium,

Potassium:

(J 51[;3:}
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The average human body burden of potassium is approximately 140 g for a 70 kg adult.
The potassium cation is important in regulating blood pressure, regulating ceflular water content,
maintajning proper pH balance, and transmission of nerve impulses. It helps to regulate the
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day.

Calcium:

The average human body burden of calcium is approximately 1 kg for a 70 kg adult; or
1/70th of our weight is calcium. The calcium cation is necessary for bone and teeth formation.
It is also important for the proper functioning of nerves, enzymes, and muscles, and plays a role
in blood clotting and the maintenance of cell membranes. The RDAs for calcium are 1600
mg/day for adults aged 19 to 50 years and 1200 mg/day for individuals older than 50 years.

Magnesium:

The average human body burden of magnesium is approximately 20 g for a 70 kg adult,
The magnesium cation is also used in building bones. It plays a role in releasing energy from
muscles and regulating body temperature. The RDA. for magnesium is 310 to 320 mg/day for
adult females and 400 to 420 mg/day for adult males with the RDA increasing with increasing
age. '

Iron:

Another common metal cation that is needed for functioning of human biology, but in
smaller amounts often referred to as trace, is iron. The human body burden of iron is
approximately 4,1 g for a 70 kg adult. Iron functions as a carrier of oxygen. The hemoglobin
molecule in blood transports oxygen from the lungs to the cells. The myoglobin molecule
supplies oxygen to muscle ceils. fron deficiency is characierized by anemia, stunted growth,
fatigue, and lowered resistance to infection. The RDAs for iron are 10 mg/day [0.14 mg/kg/day
for an adult (70 kg) male (25 to 50 years)] and 15 mg/day [0.25 for an adult (60 kg) female (19
to 50 years)]. Pregnant and nursing woman have increased requirements for iron. '

Dietary iron is poorly absorbed. The intestinal mucosa is a imiting factor in iron
absorption. Normal absorption is about I mg/day in an adult male, and about 1.4 mg/day in an
adult female. Absorption occurs in the divalent (ferrous) form, which must then be oxidized to
the trjvalent (ferric) form for use. Acute toxicity of iron ingested from normal dietary sources
has not been reported. However, death especially in young children has resilted from ingestior -~
of large overdoses of medicinal iron. (doses ranging from 40 to 1600 mg/kg - average 900
mg/kg). It is noted that the iron from ferric salts is less well absorbed than that from ferrous
salts.

6. Ammonium Salt:



Ammonium chloride dissociates to the chloride anion and the positively charged
ammonium cation (NH,"). Humans cannot convert atmospheric nitrogen to any form that can be
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (NH,*) has to
enter the body from an outside source. These sources are the nitrogen-containing amino acids in
protein which are consumed daily as part of the diet. Although the human body can produce
some amino acids, ten amino acids are considered “essential” amino acids, 1.e., they must be
consumed in the diet.

Generally the body works to maintain & balance of nitrogen intake and nitrogen
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg, In
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine, -

Ammonia and the ammonjum ion are integral comporents of normal human metabolic
processes. Ammonia is released following deamination that occurs when protein is used by the
body for energy production. The liver converts ammonia via the urea cycle into urea. According
to FDA in the “Evaluation of the Health Aspects of Certain Ammeoniurm Salts as Food
Ingredients” (1974), “the normal liver so feadily detoxifies ammonium jon from alimentary
sources that blood concentrations of ammonium salts do not rise to the levels necessary to evoke
toxic response.” Approximately 80% of the body’s excess nitrogen is ellmmaied thmugh the
kidneys as urea, approximately 25 to 30 grams per day. '

% c“D:F;’
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7. Toxicological Profile Table

With the exception of the information in IR1S (Integrated Risk Information System), the Agency has not reviewed any of the
toxicological studies in the following table for hydrochloric acid or any of its salts. The reviews of these studies were obtained from
Toxnet, as well as other government websites.

Table 4: Toxicological Profile

Chemical

Toxicity

Other Informationl

Hydrochlorie Acid

Severely corrosive by all routes as 1N solution;

RIS REC =2 x 22 mg/m® based on hyperplasia of nasal mucosa,
larynx and trachea in rat chronic inhalation study; LOAEL = 15
mg/m’ (10ppm);

Chemical has no systemic toxicity associated with exposure
except the acute effects of corTosion/ irritation depending upon
the pH of the solution.

CERCLA Reportable Quantity: greater than 10 1 (4.54 kg);
Hazardous Air Pollutant (HAP) chemical;
1995 produetion 7.33 billion Ibs;

Ammonium Chloride

Mild skin and respiratory system irritans;

Dust irritating to eyes;

Ingestion of 40 to 50 gover a short period would be expected to
exhaust available body buffers of the average adult and produce
potentially fatal acidosis. Mild acidosis oceurs at a dose of 2 g3

One sixth molar ammonium chloride was given to mice orally in

the drinking water after day 7 during pregnancy and although the.. {.

offspring were small sized no congenital defects were found;
Absorbed almost 100% in the gastrointestinal tract

CERCLA Reportable Quantity: greater than 5000 b (2270 kgk
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Magnesium Chloride

Ratoral LDy, = 2800 mgfkg; signs: convulsions, changes in
respiration and cardiac function;

Drug use as electrolyte replenisher in hemadialysis and peritoneal
dialysis fluid;

Cathartic;

90-day study in rats with magnesium chloride hexahydrate -
doses: @, 0.1, 0.5, 2.5% in diet -NOAEL = 2 5% (highest dose
tested (HDT));

Developrental study in rats with magnesium ehloride
hexahydrate -doses: 0, 260, 400, 800mg/kg/day

NOAEL= 800mg/kg/day (HDT); o
Carcinogenicity study in mice with magnesium chloride
hexahydrate -doses 0, 0.5, 2% in diet for 96 wks-not
carcinogenic

Deliquescent
US production 1972 8.6 x 10! grams

Catcium Chloride Ratoral LD, = 1000 mg/ke; Hygroscupic;
Mouse LDy = 1940 mg/ke; Liverates heat during water absorption and on dissolution;
Anhydrous forn: irritating to skin, eyes and mucus membranes US production 1993 1.4 billion 1bs

Ferric Chloride Rat oral LDy, = 0.5-5 gfkg added to bottled water;

Skin, eye and mucous membrane irritant;
Carcinogenicity study in rats at doses of 0, 0.25, 0.5% in
drinking water was negative;

Excess ingestion of iron produces liver toxicity;

Acute ingestion of 0.5 g of iron prodoces severe toxicity

Hygroscopic; .

CERCLA Reportable Quantity: greater than [00 b (45.4 kg)
US production 1.2 x 10" grams;

iron drinking water guideline 300 ug/L
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Potassium Chloride

Rat oral LD, = 2600 - 3020 me/kg;
Mild eye irritation for rabbits;

Tiritating to skin amd mucous membranes;
Commercial dietary salt substitute;

US production 1980 = 3 x 10" grams;
OSHA PEL = 15 mg/m’, 5 mg/m’ for respirable particles

Sodium Chloride

Skin, cye and mucous membrane irritant;
Affects bload pressure in humans;
Average daily intake of US citizens 10-12 g/day with 3 g

oceurring naturally, 3 g added in cooking, 4-6 g in processed
foods

Common table salt, sea salt

10
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8. OPP REDs (Reregistration Eligibility Decision Document)

Minera] Acid RED

The following information on the acute toxicity of hydrochloric acid was in the 1993
RED: The oral LD, is 1000 mg/kg, toxicity category IIl. The dermal LD, is > 2000 mg/kg,
toxicity category II. Hydrochloric acid is toxicity category I for eye and dermal irritation. No
other toxicological data were required based on the use patterns at the timc of the RED and the
corrosiveness shown in the acute studies for dermal and eye irritatios.

Inorganic Halide RED . ' N

This 1993 RED included sodium chloride. The oral LDq, (rat} is 3000 mg/kg, toxicity
category III. Sodium chloride was classified as moderate, toxicity category III for eye irritation,
and mild, toxicity category IV for skin irritation. Becausc of its abundance in the environment
and low toxicity to humans, no additional toxicity data were required. '

9, FDA GRAS (Generally Recognized As Safe) Assessments

Hydrochloric Acid j

The FDA Assessment is titled “Evaluation of the Health Aspects of Hydrochloric Acid as
a Food Ingredient” (1979). Hydrochloric acid has a variety of FDA approvals for food additive
use. “Food stuffs to which hydrochloric acid has been added expose consumers predominantly
to chloride ions and other chemical products resulting from its reaction to chloride ions and
other chemical products resulting from its reaction with neutralizing agents or chemicals in the
food. Free hydrochloric acid would be expected to be present in only minute amounts, if at all.”

The human stomach normaily contains sufficient hydrochloric acid to maintain the pH of
gastric juice at 1.5 to 2.5. The introduction of any hydrochleric acid into the stomach
proportionally depresses the secretion of the acid by the stomach.

According to FDA:

“Hydrochloric acid in concentrated form is a strongly corrosive agent and the
consequences of exposure to it are well-known. However, as it is used in food -
processing, or as a food additive to adjust the pH, hydrochloric acid is neutralized
or buffered by the food to which it is added. Thus, human consumption is not of
the acid, but of the chloride ion in the salts formed in the neutralization
process..... There is no evidence in the availahle information on hydrochloric acid
that dermonstrates or suggests reasonable grounds to suspect a hazard to the
public when it is used at levcls that are now current or that might reasonably be
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expected in the future.”

Ammonium Chloride

The FDA Assessment is titled “Evaluation of the Health Aspects of Certain Ammonium
Salts as Food Ingredients” {1974).

“*Ammonia and ammonium ion are integral components of normal metabolic

processes and play an essential role in the physiology of man. Although there

have been no sigaificant feeding studies specifically designed to ascertain the

safety threshold of ammonium compounds as food ingredients, numerous

metabolic studies have been reported in the scientific literature. Extrapolation of ™
these findings to the concentrations of ammonium compounds normally present

in foods does not suggest that there would be untoward effects at such levels.”

lejum Chloride

The FDA Assessment s titled “Evaluation of the Health Aspects of Certain Calcium
Salts as Food Ingredients” (1975). The estimated per capita daily intake of calcium chloride is
160 mg. Both the calcium and the chloride are common constituents of food and are
metabolized by the normal metabolic processes in humans.

ium Chloride

The FDA Assessment is titled "Evaluation of the Health Aspects of Magnesium Salts as
Food Ingredients” (1976). Magnesium is (1) a dietary essential, (2) involved in many metabolic
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk,
meat and fish. No chronic toxicity data were available. The “status of magnesium as a
ubiquitous and essential dietary ingredient for the maintenance of homeostatic and bioenergetic
mechanisms leads to the opinion that none of the available evidence suggests any probable
hazard when any of the GRAS compounds of magnesium is used as a food ingredient.” The
conclusion was reached that there was no available information on magnesium chloride to
demonstrate, or suggest “reasonable grounds to suspect, a hazard to the public when ... used at
levels that are now current and in the manner now practiced, or which might reasonably be
expected in the future.”

Potassium Chloride

The FDA Assessment is titled “Evaluation of the Health Aspects of Sodium Chloride and
Potassium Chloride as Food Ingredients” (1979). The concentration of potassium in blood serum
is maintained normally between 3.5 and 5 meq/L.

“The available evidence indicates tliat in uormal individuals potassium chloride
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is well tolerated, and that metabolism guickly and efficiently adjusts potassium in
the body to narrow homeostatic levels. Certain health conditions are known to
affect the normal homeostatic control of sodium and potassiam in the body to
narrow homeostatic levels. Certain health conditions are known to affect the
normal homeostatic control of sodium and potassium metabolism, and patients
with these conditions must adjust their diets to avoid proscribed electrolyte
intakes. Water intake, efficiency of the kidney, and the ratio of sodium to
potassium in the diet are interrelated factors that must be evaluated 1n considering
the health aspects of changing the relative intakes of sodium chloride and
potassium chloride.”

It was concluded:

“There is no evidencein the available information on potassium chloride that
demonstrates or suggests reasonable grounds to suspect a hazard to the public
when it is used at levels that are now current or that might reasonably be expected

in the future.”

Sodium Chleride

The FDA Assessment is titled “Evaluation of the Health Aspects of Sodium Chloride and
Potassium Chloride as Food Ingredients” (1979). Sodium chloride, commonly knowr as table
salt, occurs abundantly in nature, in sea water and mineral springs, and 1n large underground
deposits. The mineral form is called halite. It is a food ingredient and has historically been
considered an essential part of the diet. The body must have some sodium. The human body has
a homoeostatic control to maintain the proper balance of sodium, potassium. and chlorine in the
human body. The concentration of sodium in blood serum is maintained normally between 136
to 145 meq/L.. That of chlorine is 96 to 106 meg/1..

The American diet 1s considered to contain an abundance of salt which if consumed in
excess, may have adverse health consequences. In fact, treatment of certain diseases such as
hypertension can require restriction of salt intake. Acute and chronic toxic effects, including
death, can occur when salt is ingested in excessive amouats. There is no daily requirement for
salt, as it would be a level highly dependent all dietary sources, the level of potassium and the
sodium to potassium ratio in the diet, and health conditions such as sweating.

The Assessment considers that the consumption of sodium chloride in the aggregate
should be lowered in the United States. The Assessment concluded: “The evidence on sodium
chloride is insufficient to determine that the adverse effects reported are not deleterious to the
health of a significant proportion of the public when it is used at levels that are now curreat and
in the manner now practiced.”

13
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10. FAO/WHO Expert Committee on Food Additives

WHO has performed two assessments: hydrochloric acid in 1966 and calcium acetate,
chloride, gluconate, and sulfate in 1973.

Both assessments discussed that from a toxicological point of view, there were no
concerns for the chloride ion. It was considered to be naturally-occurring and a normal
participant of animal and human metabolism.

11. Human Health Hazard Characterization;

Hydrochloric acid in its concentrated form is highly corrosive. Due to this property
toxicity testing can only be performed on dilute concentrations or on neutralized forms of the
acid such as a salt. The consequences of acute exposure to hydrochloric acid are well-
understood. Dermal exposure can lead to bums. Exposure to the gas can cause severe irritation
of the upper respiratory tract.

Exposure to hydrochloric acid in pesticide products as an inert ingredient would be in the
role of 2 pH adjuster. This is indicative of the use of small amounts of hydrochloric acid that are
incorporated in a pesticide product to lower the pH . After the pH adjustment is performed, the
hydrochloric acid would be neutralized. As an active ingredient hydrochloric acid is subject to -
FIFRA (Federal Insecticide, Fungicide, and Rodenticide Act) registration requirements and
various labeling language as specified in the RED. Hydrochloric acid, whether used as an inert
or an active ingredient, must be used and applied according to good manufacturing or good
agricultural practices. However, there are no significant adverse effects, to the general public or
any population subgroup from consumption of residues of hydrochloric acid resulting from
pesticide product uses.

As a group salts of hydrochloric acid constitute a group of chemicals with many uses
including direct use in the food supply. In particular sodivm chloride, common table salt, can be
purchased and used by the public in the amounts specifically chosen for their individual wants
and desires. According to the information available to the Agency, sodium chloride used in food
processing results in consumption of 4 to 6 grams of sodium chloride in the average diet per day.
The average individual adds up to another 3 grams of sodium chloride during cooking and at the
table. '

The available toxicity data indicates that the human body metabolizes chloride,
ammonium, calcium, iron, magnesium, potassium, and sodium ions through well-understood
pathways. In fact, all are necessary human nutrients. Various salts of hydrochloric acid have
been used in the food supply for a number of years. There are no available data to indicate any
significant adverse effects to the general public or any population subgroup from consumption
of residues of the ammonium, calcium, iron, magnesium, potassium, and sodium salts of
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hydrochloric acid resulting from pesticide product uses.

Given the long history of safe use, the available toxicity data, an understanding of the
human body’s ability to metabolize these chemicals, and the evaluations by FDA and WHO, the
IEG believes that ammonium, sodium, potassium, magnesium, calcium and iron chloride are of
low oral toxicity.

12. Type of Risk Assessment/Risk Characterization:

The toxicity of these chemicals derives from the iivitation and caustic effects; therefore, a
qualitative assessment for all pathways of human exposure (food, drinking water, and
residential) is appropriate.

Given the widespread occurrence of hydrochloric acid and its ammonium, calcium, iron,
magnesium, potassium, and sodium salts in the existing food supply, the amounts that may be
present in food as a result of tlhie use of these chemicals in a pesticide product would not be
expected to significantly increase the existing amounts in the food supply. There is no available
information on any of the salts of hydrochloric acid considered in this document indicative of a
human health hazard resulting from the EPA-regulated uses as well as the FDA GRAS uses to
the general public or any population subgroup. No additional information are needed to assess
the safety of hydrochloric acid and its salts.

13,  Sensitivity of Infants and Children:

Due to its acidic nature, its corrosive potential, there is high acute toxicity for
hydrochloric acid. Hydrochloric acid must be used in pesticide products according to good
manufacturing or good agricultural practices. The ammonium, calcium, iron, magnesium,
potassium, and sodium salts of hydrochloric acid have low toxXic potential. At this time, there is
no concemn for potential sensitivity to infants and children. A safety factor analysis has not been
used to assess the risk. For the same reasons the additional tenfold safety factor is unnecessary.

14.  Environmental Fate and Ecotoxicity Assessment/Characterization:

In general, the constituents of the mineral acids, such as hydrochloric acid, are
commonly found in soil and water in the environment suggesting that releasing low levels of
these chemicals would not normally be expected to adversely effect wildlife or water resources.
Large releases may adversely affect wildlife and water resources either directly or indirectly.
Direct effects may result from exceeding toxicity thresholds of specific chemicals. Indirect
effects may be manifested through disrupting ecosystems through altering pH or increasing
availability of algal nutrients.

15
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Hydrochloric acid is a strong acid. The magnitude of the pH changes, and thus the
magnitude of effects, would depend on a number of factors including the amount of material
released and the buffering capacity of the exposed soil or water. Normal aguatic pHs range from
5to 9. EPA’s Office of Water recommended water quality criteria for pH are 6.5 to 9 for
freshwater and 6.5 to 8.5 for saltwater. At higher or lower pH aquatic life is expected to be
adversely impacted. In addition, rapid changes in pH can also be detrimental to aquatic Iife.
Hydrochloric acid is not expected to be persistent in the environment. Instead it is expected to
dissociate, react with organic or inorganic materials, and complex with ionic substrates.

Hydrochloric acid salts dissociate in water resulting in a positively charged (cationic)
metal in solution. Dissociation is frequently dependent on pH, with lower (more acidic) pHs
resulting in higher levels of dissociation and greater solubility. Aquatic toxicity of metals varies
with the species of metal and its concentration. EPA’s freshwater water quality criteria for iron
is 1 ppm implying relatively low toxicity. Metals do not degrade and thus are permanent in the
environment. They are likely to dissipate by being sequestered in soil, sediment, and plants.

15. Cuomulative Exposure:

Section 408(b)2}D)(v) requires that, when con sideﬁing whether to establish, maodify, or
revoke a tolerance, the Agency consider "available information” conceming the camulative
effects of a particular pesticide chemical’s residues and "other substances that have a common
mechanism of toxicity.” The chemicals considered in this document are strizcturally relafed;
however, all of the salts are low toxicity chemicals. Therefore, the resultant risks separately
and/or combined should also be low. EPA does not have, at this time, available data to .
determine whether these pesticide chemicals have a common mechanism of toxicity with other
substances or how to include these pesticide chemicals in a cumulative risk agsessment.

16.  Determination of Safety:

Based on its review and evaluation of the available information, EPA concludes that
there is a reasonable certainty that no harm will result to the general population, and to infants
and children from aggregate exposure to residues of hydrochloric acid and its ammonium,
sodium, potassium, calcium, magnesium, and iron salts, Therefore, the following exemptions
from the requirement of a tolerance are reassessed: In 40 CFR 180.2 sodium chloride, In 40
CFR 180.1001 (¢} ammonium chloride, calcium chloride, hydrochioric acid, magnesium
chloride, potassium chloride, and sodium chloride. In 40 CFR 180.1001 (d} ferric chloride. In
40 CFR 180.1001 (e) calcium chloride.

17. List Reclassifications:

The following List reclassifications are made or confirned:
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Hydrochloric acid: List 4B. With the restriction of use as a solvent, pH adjuster, neutralizing
agent.

Ammonium chloride: List 4B

Calcium chloride: List 4B

Ferric chloride: List 4B, current limitation remains in place.

Magnesium chloride: List 4B

Potassium chloride: List 4A considering its use as a salt substitute

Sodium chloride: List 4A considering its use as common table salt

The following table Iists the various chemical names, CAS Reg. No., and CAS Index
Names that will be used for listing in 40 CFR.180. Note that both the anhydrous and the
hydrated forms are included. The Agency sees no reason to distinguish betwccn these chemlcals
given that the only difference is the attachment of the water molecules.-

Chemical Name CAS Reg. No. Chemical Abstracts Index Name
pydrochloric acid 7647-01-0 Hydrochloric acid (6CL 7CL 8CL, 9CI)
Amronium chloride 12125-02.9 Ammonium chIoriélc ((NH4)CI} (9CT) '
Calcium chloride 10043-52.4 Calcium chloride f;‘CéCiZ} (OCI)
Calcium chloride hydrate 56073-24-8 Calcium chloride (CaCl2}, hydrate (3:1) (8ChH
{(CaCl2,1/3H2Q) : )
Calcium chloride, hydrate (8CI) 22681-02-7 Calcium chloride (CaCl2}, hydrate (9CT)
Calcium chloride dihydrate 10035-04-8 Calcium chloride (CaCl2), dihydrate (9CI)
Calciurmn chloride hexahydrate 7774-34-7 Caleium chloride (CaCl2}, hexahydrate (9CI)
Calcium chloride monohydrate 13477-29.7 Calcium chloride {CaCl2}, monohydrate (3CT)
Fesric chloride 7705-08-0 Iron chloride (FeCl3) (8CL, 9CI)

_tric chloride monohydrate 60684-13-1 fron chloride (FeCI3), monohydrate (9CD)
Fesric chloride dihydrate 54862-84-9 Iron chloride (FeCl3}, dihydrate (QCD
Iron TH chloride hexahydrate 10025-77-1 Iron chloride (FeCl3), hexahydrate
Fermic chloride dodecahydrate - 5B694-80-7 Iron chloride (FeCl3), dodecahydrate {9CI)
Ferric chloride nonahydrate ' 58694-79-4 Iron chloride (FeCl13), nonashydrate (9CI)
Ferric chloride sesquihydrate 115321-78-3 fron chloride (FeCl13), hydrate (2:3) (9CD)
Ferric chloride trihydrate 58694-75-0 Tron chloride (FeCl13), trihydrate {9Ch)
Magnesium chloride 7786-30-3 Magnesium chloride (MgCl12) (9Cl1}
Magnesium chloride 7791-18-6 Magnesium chloride (MgCl12), hexahydrate (9CT)
hexahydrate
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Petition No.: no

Tolerance Reassessments?: yes

Chemical Category/Group: mineral acid and salts

INERT INGREDIENT FOCUS GROUP

DECISION DOCUMENT for

Salts of Carbonic Acid

The following describes the various ways that salts of carbonic acid are used.

Table 1: Use Pattern (pesticidal - inert ingredient)

Chemical Name PC Code | 406 CFR 186.1001 | Inert Use Pattern (Pesticidal) | Current Inert List
‘ammonium bicarbonate | 873401 © surfactant, 4B
suspending agent, dispersing
agent
magnesium carbonate 873503 (c), (e} anticaking agent, conditioning. 4B
agent
potassium carbonate 873504 ()] buffering agent 4B
sodinm bicarbonate 873505 () neutralizer 44

There is also a tolerance exemption for sodium carbonate 40 CFR 180.2.

The tolerance exemptions for calcium carbonate were reassessed in the IIFG Decision
Document “Weathered Materials”, dated January 31, 2002, Calcium carbonate is a List 4A

Potassium bicarbonate (40 CFR 180.1.177) and sodium bicarbonate (40 CFR 180.1176)

are used as active ingredients. (Note that both tolerance exemptions were established post-
FQPA.) Potassium bicarbonate is used in six products at 204 use sites, which inciudes many
food crops, as well as ornamentals and turf. It is used against 45 pests including mildew and

leaf spot. Sodium bicarbonate is in one product which is a product used only to formulate other

pesticides. There are no longer any EPA-registered active ingredient uses for any of the other

above-listed carbonate salts.
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It is noted that there is information in this document on other carbonate salts for which
tolerance exemptions do not currently exist. These data are being used as surrogate data.

Table 2: Use Pattern (FDA GRAS)

Chemical

GRAS Citation

GRAS Uses

ammonium bicarbonate

21 CFR 184.1135

dough strengthener, leavening agent, pH
control agent, texturizer

ammonium carbonate

21 CFR 184.1137

leavening agent, pH control agent’

magnesium carbonate

21 CFR 184.1425

anticaking and free-flow agent, flour
treating agent, lubricant and release,
nutrient supplement, pH control agent,
processing aid, synergist

potassium bicarbonate

21 CFR 184.1613

formulation aid, nutrient supplement, pH
control agent, processing aid

potassium carbonate

21 CFR 184.1619

flavoring agent and adjuvant, nutrient

aid

supplement, pH control agent, processing

sodium bicarbonate

21 CFR 184.1736

i
L

(no limitations specified)

sodium carbonate

21 CFR 184.1742

antioxidant, curing and pickling égent-,
flavoring agent and adjuvant, pH control
agent, processing aid

Sodium bicarbonate also is used in food contact surface sanitizing sofutions under 21

CFR 178.1010.
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Table 3: Use Pattern (non-pesticidal)

Chemical Uses
ammonium in baking powder formulations; in cooling baths; fire exiinguishcrs manufacture of porous
bicarbonate plastics, ceramics; manufacture of dyes and pigments; in compost heaps 1o accelerate

dec0mp051t10n, as fertilizer; for defatting textiles; in cold wave solullons in chrome leather
1anning; to remove gypsum from heat exchangers and other process gg equipment.

magnesivim used to prepare high purity magnesium compounds in the paint and printing inks industries;
carbonate manyfacture of fireproofing, fire-extinguishing, flooring, and polishing compounds; fillers

' and smoke suppressants in the plastics and rubber industries; USP grade is useg as an additive

1o table salt tp keep it free flowing; a bulking compound in powder formulations; an'antacid.

potassium manufacture of soap, glass, potiery, smaits and many potassium salts; in analytical chemistry;
carbonate Television glass accounts for & substantial portion of the consumption of potassium carbonate
because the potassium salt is more compatible with the lead, barium, and strontium oxides
contained in these glasses than is sodium carbonate.

sodium Leavening agent in baking powder and food ingredients; component of soaps, detergents and
bicarbonate pharmaceuticals; agent in leather tanning; textile manufacturing; paper manufacturing; fire

extinguishers; in industrial and housghold chemicals

It should be noted that ammonium bicarbonate can be used as a fertilizer. Plants néed
various elements (metals and non-metals) for proper growth. Especially for agricultural crops,
plants are supplied these elements as part of chemical fertilizers. The most important elements
for plant growth are nitrogen, phosphorus, and potassium. Other metals needed in the soil for
plant up-take are calcium, magnesium, iron, and trace elements such as zinc. Ammonium
bicarbonate can be intentionally added to growing agricultural crops as needed to promote plant

growth,
- Assessment of the Salts of Carbonic Acid

The ammonium, sodium, potassium, and magnesium salts of carbonic acid are being

assessed as a group due to their chemical similaritics. However, these salts all contain either the

bicarbonate ion (HCO;" ) or the carbonate ion (CO,? ), and thus share some common
chemistries. A major focus of this assessment is the work previously performed by FDA in
assessing the safety of these chemicals as food addittves.

1. Physical/Chemical Properties:

The physical and chemical properties of the salts of carbonic acid are described in the
May 7, 2002 EFED Assessment. See attached.

2. Information Seurces:
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The following information was used in performing this assessment: The availabie
information consisted of information retrieved from various websites, such as,

. EPA (www.epa.gov),
. NIOSH, (www.cde.gov/nioshfipcsneng/neng1333.htmi),

(www.cde. gov/niosh/ipcsneng/nengl969 . htmi),
. TOXNET { www.toxnet.nim.nih.gov.),

. WHO (www.inchem org/documents/iecfa/jecmono/v17je02.htm)

Various FDA GRAS Assessments were also used.

3. NIOSH (National Institute for Occupational Safety and Health)

The NIOSH International Chemical Safety Card for ammonium hydrogen carbonate
indicates that a TLV (Threshold Limit Value) has not been established. The chemical can
irritate the skin and the respiratory tract. | . -

The NIOSH International Chemical Safety Card for magnesium carbonate indicates a
TLV (Threshold Limit Value) of 10 mg/m®, The chemical may have effects on the lungs if the
magnesite (the naturally occurring form of magnesium carbonate) contains more than 1%
crystalline silica.

4, Acid Characteristics

An acid is a substance that when dissolved in water yields H” ions. The increase of the
concentration of the H" ions lowers the pH. Mineral acids contain a non-metal such as
phosphorus, nitrogen, suifur, or chlorine which may or may not be combined with oxygen.

When combined with oxygen, these anions can be referred to as oxyanions. Strong acids are
those acids that when dissolved completely transfer their H” ions to water. Others acids such as .
carbonic are referred to as weak acids: they exist in solution as a mixtre of acid moiecules and
various ions formed by the dissociation of the acid molecule. The predominant anions for
carbonic acid are bicarbonate (HCO," ) at pHs below & and carbonate (CO,?) at pHs above 10.

. Cations: Sodium, Potassium, and Magnesivm

Generally, when any salt of an acid, such as carbonic acid, is dissolved in water,
dissociation yields the anions, which are negatively charged, and a positively charged cation. In
the human body, these saits tend to dissociate and thus, for the most part, react in the body as

the anion and the cation,

Metals such as sodium, magnesium, and potassium are required for proper functioning of
human biological systems. For risk assessment purposes an important feature of these metals is
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that overall the body does have an effective means of processing them. The primary means of
exposure to these cations is ingestion, Four of the most common cations required for functioning
of human biology are: sodium, potassium, calcium and magnesium. Chemically, sodium and
potassium belong to the same chemical family: calcium and magnesium belong to a different
chemical family,

Sodium:

The average human body burden of sodium is approximately 20 grams {g) fora 70
kilogram (kg) adult. The sodium cation is necessary for the nerves and muscles to function
properly. It is the principal cation of extracellular fluid, and helps to maintain the body’s water
balance. These electrolytes, the electrically charged ions in the body fluids, consist to a great
extent of sodium and potassium. There is no Recommended Dietary Allowance (RDA) for
sodium. ’ :

Potassium:

The average human body burden of potassium is approximately 140 g for a 70 kg adult.
The potassium cation is important in regulating blood pressure, regulating celflular water content,
maintaining proper pH balance, and transmission of nerve impulses. It helps to reguiate the
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day.

i

Magnesium:

The average human body burden of magnesium is approximately 20 g for a 70 kg adult.
The magnesium cation i$ also used in building bones. It plays a role in releasing energy from
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 mg/day for
adult females and 400 to 420 mg/day for adult males with the RDA increasing with increasing
age.

6. Ammonium Salt:

Ammonium carbonate salts dissociate to form the positively charged ammonium cation
(NH,"). Humans cannot convert atmospheric nitrogen to any form that can be used as part of
any of the various metabolic cycles. Therefore, reduced nitrogen (INH,*) has to enter the body
from an outside sourcé. These sources are the nitrogen-containing amino acids in protein which
are consumed daily as part of the diet. Although the human body can produce some amino
acids, ten amino acids are considered “essential” amino acids, i.e., they must be consumed in the
diet.

Generally the body works to maintain a balance of nitrogen intake and nitrogen

excretion. The estimated daily amumonia intake through food and drinking water is 18 mg. In
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine,
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Ammonia and the ammonium ion are integral components of normal human metabolic
processes. Ammeonia is released following deamination that occurs when protein is used by the
body for energy production. The liver converts ammonia via the urea cycle into urea. According
to FDA in the “Evaluation of the Health Aspects of Certain Ammonium Salts as Food
Ingredients” (1974), “the normal liver so readily detoxifies ammonium ion from alimentary
sources that blood concenirations of ammonium salts do not rise to the levels necessary to evoke
toxic response.” Approximately 80% of the body’s excess nitrogen is eliminated through the
kidneys as urea, approximately 25 to 30 grams per day.
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7. Toxicological Profile Table

The Agency has not reviewed any of the toxicological studies in the following table for any of the salts of carbonic acid. The

reviews of these studies were obtained from Toxnet, as well as other government websites.

Table 4: Toxicological Profile

Chemical

Toxicity

Other Information

Ammonium carbonate

Contact with eyes or skin causes irritation, if inhaled will cause difficulty in
breathing; .
Ammonium compounds used as ferttlizers are 2 toxicological hazard when
livestock have access to residues or pools of solution on a pasture

CERCLA Reportable Quantity: greater than 5000
1b (2270 kg);

Designated as a hazardous substance under section
311(b)(2)(A) of the Federal Water Pollution
Control Act and further regulated by the Clean
Water Act

Ammonium
bicarbonate

Inhalation may cause respiratory irvitation;

Contact with eyes or skin causes irritation;

There appears to be a more rapid excretion of ammonia following ammonium
bicarbonate infusions, which result in higher untonized ammonia levels in bicod
compared with those following ammonium chloride infusions;

Mutagenicity: Ames assays sirains TA 97 and TA102 with and without rat liver
activation: Negative. :

CERCLA Reportable Quantity: greatcr than SG00
1b (2270 kgX;

Designated as a hazardous substance under section
311(b)2)(A) of the Federal Water Pollution
Control Act and further regulated by the Clean
Water Act

Magnesium Carbonate

Repeated doses may cause diarrhea, which may cause fluid and electrolyte
imbalance;

Can cause hypermagnesemia in those with severely impaired renal function;
Can alkalinize the urine;

Magnesium salts are poorly absorbed from the intestine;

Normal range of magnesium serum concentrations 1.5 to 2.5 mEqg/L.

1974 Production in US: 5.4 x 10° kg (1227 tons),
with another 2% of that amount imported that
year,

152



Potassium Carbonate

Oral LDy, Rat 1870 mg/kg; Mouse 2570 mg/kg,:

Inhalstion LC,q: Rat > 500 mg/m’;

Irritating to skin , mucous membrane of eyes and upper respiratory tract;
Irritant and caustic action similar to that of potassium hydroxide, but less
severe; _

Negative in the Ames assays with two strains of Sefmenella typhimurium (TA
97 and TA102) with and without activation

Common Name: Potash,

Sodium Bicarbonate

Developmental Toxicity: No effects found up to 580 mg/kg in mice, 340 mg/kg
in rats, and 330 mg/kg in rabbits;

Negative in the Ames assays with two strains of Salmonella typhimurium (TA
97 and TA102) with and without activation:

Daily doses up to 25 mBq/kg were administered to patients for 3 weeks,
chaages in plasma electroiyte concentration were not remarkabte, plasra total
carbon dioxide increased by only 5§ mEq/L with [argest dose, considerable
weight gain Wwas most prominent effect;

No reports of toxicity caused by the ingestion of baking soda;

Daily dose limited to 200 mEq in persons under 60 year age and 100 in those .

- older; :

Adults with normal renal function can tolerate up to 1700 mEq daity with
minimal symptoms;

Contra indicated for alkalosis (metabolic or respiratory), chleride toss due to
vomiting or continuous GI suetion, or hypocalcemia;

Eliminated prircipafly in the urine, alkalizes it

Common Name: Baking soda.

1984 Production in US: 3.2 x 10° kg (72727
tons), with another 5% of that amount imported
sarne year,
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Sodium Carbonate

Oral LD rat 2880 to 4090 mg/kg,

Inhalation L.C,y: rat 2300 mg/m® (2 hour);

Inhalation LC,y mouse 1200 mg/m? (2 hour);

Skin irritation: mild;

Eye irritation : mild-moderate;

Aqueous solutions are strongly alkaling;

Concentrated solutions tend to produce locel necrosis of mucous membranes;
Sensitivity reactions may occur from repeated topical use;

Ingestion of large quantities may produce corrosion of Gl tract, vomiting,
diarrhea, circulatosy collapse, death;

Pusts of vapors of sodivm carbonate may cause irritation of mucous
metnbranes with subsequent coughing and shortness of breath;

A primary irritant at concentrations below 15% and caustic at concentrations
above approximately 15%, depending on contact time, areas of exposure, and
other factors:

Developmental toxicity 1est on gestation days 6 10 15 in rats, mice and rabbits at
levels of 3.4 to 340 mg/kg: no effects on nidation or survival of the dams or
fetuses. -

Common name: washing soda
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8. Agency Review of Toxicity Data for Potassium Bicarbonate and Sodinm

Bicarbonate

Sodium bicarbonate has an acute oral LDy, greater than 5000 mg/kg in rats, an acute

dermal LD, greater than 2000 mg/kg in rabbits, and an acute inhalation I.C,, greater than 4.74

mg/L in rats. It causes minimal eye irritation and slight dermal irritation in rabbits, and is a
dermal non-sensitizer in guinea pigs.

Potassium bicarbonate has an acute oral LDy, greater than 2825 mg/kg in rats, an acute
dermal LD., greater than 2000 mg/kg in rabbits, and an acute inhalation LC,, greater than 4.96
mg/L in rats. It causes slight eye irritation and slight dermal irritation in rabbits, and is a dermal
non-sensitizer in guinea pigs. )

9, FDA GRAS (Generally Recognized As Safe) Assessments

The FDA Assessment is titled "Ev:i]uatiOn of the Health Aspects of Carbonates and
Bicarbonates as Food Ingredients” (1975). “Carbonates and bicarbonates.are used in foads as

neutralizers and leavening agents. These anions occur in body fluids and tissues as the result of

normal metabolic processes and are important in the control of acid-base balance. Except for

calcium, most....are fairly soluble in water.” The possible average daily intake of added
carbonates (i.e., those used as food additives) at that time were:

‘Table 5: Daily Intake

Chemical Name 0 to 5 Months 6to 11 Months 12 to 23 Months 2 10 65+ Years
(mg/kg} (mgikg) (mg/kg) (mg/kg)

ammorinm 3 12 18 8

bicarbonale

ammonium carbonate | 8 34 35 12

magnesium carbonate | 2 8 12 6 '

potassium 11 2 <1 — 1 |

bicarbonate i

potassium carbenate  § 3 15 22 10

sodium bicarbonate 28 171 251 8G

sodius carbonate t 6 6 2

Potassium and Sodium Carbonate and Bicarbonate

In the FDA Assessment acute, short-term, and developmental toxicity studies and
mutagenicity studies were evaluated for potassium carbonate and bicarbonate. For sodium

10
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carbonate and bicarbonate acute, short-term, and developmental toxicity studies, and
mutagenicity and metabolism studies were evaluated. There was also some human data. No
chronic studies were identified.

*“The results of acute toxicity and short-term feeding experiments are not readily
extrapolated in determining toxic levels for carbonate salts consumed by humans.
Treatment of gastric or peptic ulcers in patients with large amounts of carbonate
salts in various forms has been utilized for many years and only rarely have
deleterious results of changes of acid-base balance been reported. When the
human respiratory and renal functions are normal, the mechanisms for disposing
of bicarbonate intake in large amounts through excretion appear to be highly:
efficient.”

“There is no evidence in the available information on ... potassium carbonate,
potassiuin bicarbonate, sodium carbonate, [or] sodium bicarbonate ... that
demonstrates or suggests reasonable grounds to suspect a hazard to the public
when used at levels that are now current or that might reasonably be expected in
the future.”

Ammonium Carbonate and Bicarbonate

| The FDA Assessment is titled “Evaluation of the Health Aspects of Certain Ammonium
Salts as Food Ingredients” (1974). !

“Ammonia and ammonium ion are integral components of normal metabolic
processes and play an essential role in the physiology of man. Although there

have been no significant feeding studies specifically designed to ascertain the
safety threshold of ammonium compounds as food ingredients, numerous
metabolic studies have been reported in the scientific literature. Extrapolation of
these finding to the concentrations of ammonium compounds normally present in -
foods does not suggest that there would be untoward effects at such levels.”

Magnesivm Carbonpate

The FDA Assessment is titled “Evaluation of the Health Aspects of Magnesium Salts as
Food Ingredients” (1976). Magnesium is (1) a dietary essential, (2} involved in many metabolic
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk,
meat and fish. No chronic toxicity data were available. The “status of magnesium as a
ubiquitous and essential dietary ingredient for the maintenance of homeostatic and bioenergetic
mechanisms leads to the opinion that none of the available evidence suggests any probable
hazard when any of the GRAS compounds of magnesium is used as a food ingredient.” The
conclusion was reached that there was no available information on magnesium chloride to
demonstrate, or suggest “reasonable grounds to suspect, a hazard to the public when ... used at
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levels that are now current and in the manner now practiced, or which might reasonably be
expected in the future.”

16. FAO/WHO Expert Committee on Food Additives

Ammonium carbonate and ammonium hydrogen carbonate {previously known as
ammonium bicarbonate) were evaluated previously in 1966. The evaluation was performed
using tlie available data on ammonium carbonate and ammonium bicarbonate as well as
surrogate data on ammonium chloride and various carbonate salts. Acute, short-term, and
developmental toxicity studies, mutagenicity studies, and human studies were used..

“These compounds (ammonium ion and bicarbonate ion ) are normal metabalites
in man. Although spetific toxicological data for ammonium carbonate and
ammonium bicarbonate are limited, extrapolation of results from studies with
ammoniuin compounds (primarily ammonium chloride) and with sodium or
potassium carbonate provide a basis for evaluation. Clinical studies in man show
that administration of high doses of ammonium chloride or of sodium
bicarbonate results in changes in the acid-base balance. This is the normal
physiological response. The levels of ammonium carbonate and bicarbonate in
the diet from food additive use are extremely small compared to the levels
required to cause physiological changes and pose no toxicological hazard.”

The estimate of acceptable daily intake for man is “not specified.” “The statement ‘ADI
not specified’ means that, on the basis of the available data {toxicological, biochemical, and
other), the total daily intake of the substance, arising from its use or uses at the levels necessary
to achieve the desired effect and from its acceptable background in food, does not, in the
opinion of the Committee, represent a hazard to health. For this reason, and for the reasons
stated in individual evaluations, the establishment of an acceptable daily intake (ADT) in mg/kg
bw is not deemed necessary.” ) '

11. Human Health Hazard Characterization:

When dissolved in water, salts of carbonic acids form basic solutions. The toxicity {the
irritation and caustic effects) of these chemicals tend to resemble those of the hydroxides,
although to a lesser extent. In solution these chemicals could effectively perform as buffering
agents, pH adjusters, or neutralizers in pesticide products. This is indicative of the use of small
amounts of the chemical that are incorporated in a pesticide product to modify and/or control the
pH. After the pli adjustment is performed, the aqueous solution of carbonate salts would be
neutralized. If used as an active ingredient the chemical is subject to FIFRA registration
requirements and various labeling language. These chemicals must be used and applied
according to good manufacturing or good agricultural practices. However, there are no
significant adverse effects, to the general public or any population subgroup from consumption

12
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_ of residues of the ammonium, potassium, magnesium, and sodium salts of carbonic acid
resulting from pesticide product uses.

As a group these salts of carbonic acid constitute a group of chemicals with many uses

. ‘including direct use in the food supply. Various ammonium, magnesium, potassium, and sodium
- saits of carbonic acid have been reviewed by both FDA and WHO. These chemicals have been
used in the food supply for a number of years.

The available toxicity data indicates that the human body metabolizes carbonates,
Ammonium, magnesium, potassium, and sodium ions through well-understood pathways. In
fact, the metals are necessary human nutrients. Given the long history of safe use, the available
- toxicity data, and an understanding of the human body’s ability to metabolize these chemicals,
and the evaluations by FDA and WHO, the IIFG believes that ammonium, potassium, sodium
© and magnesium carbonate salts are of low oral toxicity.

.12, Type of Risk Assessment/Risk Characterization:

- The toxicity of these chemicals derives from the irritation and caustic effects; therefore, a
s qualitative assessment for all pathways of human exposure (food, drinking water, and
- residential) is appropriate.

_ Given the widespread occurrence of these chemicals in the existing food supply, the
amounts that can be applied to food as a result of a use in a pesticide product would not be
expected to significantly increase the existing amounts in the food supply. There is no available

- information on any of the chemicals considered in this document indicative of a human health
hazard resuiting from the EPA-regulated uses as well as the FDA GRAS uses to the general
public or any population subgroup. No additional information is needed to assess their safety.

: 13.  Sensitivity of Infants and Children:

Overall, when considering the oral pathway (ingestion), these chemicals have low toxic
potential. At this time, there 15 no concern for potential sensitivity to infants.and children. A
safety factor analysis has not been used to assess the risk. For the same reasons the additional
tenfold safety factor is unnecessary.

14. Envirenmental Fate and Ecotoxicity Assessment/Characterization:

In general, the constituents of the salts of carbonic acid are commonly found in soil and
water in the environment suggesting that releasing low levels of these chemicals would not
nomally be expected to adversely effect wildlife or water resources. Large releases may
adversely affect wildlife and water resources either directly or indirectly. Direct effects may
result from exceeding toxicity thresholds of specific chemicals. Indirect effects may be
manifested through disrupting ecosystems through altering pH or increasing availability of algal

13
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nutrients.

The magnitude of the pH changes, and thus the magnitude of effects, would depend on a
number of factors including the amount of material released and the buffering capacity of the
exposed soil or water. Normal aquatic pHs range from 5 to 9. EPA’s Office of Water
recommended water quality criteria for pH are 6.5 to 9 for freshwater and 6.5 to 8.5 for
saltwater. At higher or lower pH aquatic life is expected to be adversely impacted. In addition,
rapid changes in pH can also be detrimental to aquatic life.

The magnesium, potassium and sodium salts of carbonic acid should dissociate in water
resulting in a positively charged (cation) metal in solution. Dissociation is frequently dependent
on pH, with lower (more acidic) pHs resulting in higher levels of dissociation and greater
solubility. Aquatic toxicity of metals varies with the species of metal and its concentration.
Metals do not degrade and thus are permanent in the environment. They are likely to dissipate
by being sequestered in soil, sediment, and plants.

15.  Cumulative Exposure:

Section 408(b}{2}D)(v) requires that, when considering whether to establish, médify, or
revoke a tolerance, the Agency consider "available information” concerning the cumulative
effects of a particular pesticide chemical’s residues and "other substances that have a common
mechanism of toxicity.” The chemicals considered in this document are structurally related;
however, these salts of carbonic acid are low toxicity chemicals. Therefore, the resultant risks
separately and/or combined should also be low. EPA does not have, at this time, available data
to determine whether these pesticide chemicals have a common mechanism of toxicity with
other substances or how to include these pesticide chemicals in a cumulative risk assessment. -

16.  Determination of Safety:

Based on its review and evaluation of the available information, EPA concludes that
there is a reasonable certainty that no harm will result to the general population, and to infants
and children from aggregate exposure to residues of ammonium, sodium, potassium, and
magnesium salts. Therefore, the following exemptions from the requirement of a tolerance are
reassessed: In 40 CFR 180.2 sodium carbonate. In 40 CFR 180.1001 (¢} ammonium
bicarbonate, magnesium carbonate, and sodium bicarbonate. In 40 CFR 180.1001 (d)
potassium carbonate. In 40 CFR 180.1001 (e) magnesium carbonate.

17.  List Reclassifications:
The following List reclassifications are made or confirmed:

Ammonium bicarbonate: List 4B
Ammonium carbonate: List 4B
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Magnesium carbonate (less than 1% crystalline silica): List 4A given its similarities to calcium
carbonate

Potassium Bicarbonate: List 4A given ifs similarities to sodium bicarbonate

Potassium Carbonate: List 4B given its similarities to potassium hydroxide

Sodium Bicarbonale: List 4A considering its use as baking soda

Sodium Carbonate: List 4B given its similarities to potassium carbonate

Given the chemical similarities, and that data/information on the following chemicals -
was used as surrogate data for tolerance reassessment, exemptions from the requirement of a-
tolerance may be established for ammonium carbonate, potassium bicarbonate, and sodium
" carbonate.

The following table lists the various chemical names, CAS Reg. No., and CAS Index
Names that will be used for listing in 40 CFR.180. Note that both the anhydrous and the
hydrated forms are included. The Agency sees no reason to distinguish between these chemicals
given that the only difference is the altachment of the water molecules.

‘Chemical Name CAS. Reg. No. Chemical Abstacts Index Name
ammoenium bicarbonate 1066-33-7 Carbonic acid, monoammonium salt (8CI, QCf) .
ammonium carbonate 10361-29-2 Carbonic acid, ammonium salt (8CI, 9CT) -

_ammonium carbonate 506-87-6 Carbonic acid, diammonium sait (8CI, 9CD)
magnesium carbonale 546-93-0 Carbonic acid, magnesium salt (1:1) (8CL, 9C))
potassjum carbonate 584-08-7 Carbonic acid, dipotassium salt (8CY, 8CD)
potassivm hydrogen carbonate 298-14-6 Carbonic acid, moﬁbpotassium salt (8CT, 9CI)
{KHCO3} -
potassium carbonate trihydrate 18662-52-7 Carbonic acid, dipotassium salt, tﬁhydram" {(8CDhH

; {2K2C03 3H20) _
sodium bicarbonate 144-55.8 Carbonic acid monosodium salt (8CL, 9CI)-
{NafC03] C
sodium carbonate 497-19-8 Carbonic acid disodium salt (8CI, 9CI)
{Na2C03] j . :
sodium carbonate decahydrate 6132-02-1 Carbonic acid disodium salt, deca.hydr:'ite (8C1,
{Na2CO3 . 10H20} 9CY) _
sodium carbonate heptahydrate 56399.31-6 Carbonic acid disodium sals, heptahydi‘atc (9CD
{Na2CO3 . 7TH20]
sodium carbonate monohydrate 5968-11-6 Carbonic acid disodium salt, monohydrate (8CI,
{Na2C03 . H20) 9CIh

15
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Chemical Name

CAS, Reg. No.

Chemical Abstacts Index Name

sodium sesquicarbonate
{Na2C03 . NaHCO3 . 2H20])

533-96-0

Carbonic acid, sodjum salt (2:3) (8C1, 9ChH

Attachmeni:

EFED Review of Mineral Acids (Birchfield; May 7, 2002)
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INERT INGREDIENT FOCUS GROUP

DECISION DOCUMENT for

Phosphoric Acid and Salts, including the Pyrophosphates and Polyphosphates

Petition No.: no

Tolerance Reassessments?: yes

Chemical Category/Group: mineral acid and salts

The following describes the various ways that phosphoric acid and its salts, including the
pyrophosphates and polyphosphates are used.

Table 1: Use Pattern (pesticidal - inert ingredient)

o

Chemical Name Inert 46 CFR Inert Use Pattern (Pesticidal) Current Inert

PC Code 180.1601 List
phospharic acid 876061 () buffer '3
TRONOATIRCAI M 900088 (c) Not more than 3.75% by weight tn 4B
phosphate formulation; postharvest fumigafion :

in formulation with aleminum
phosphide
diammoaniam phosphate | 900255 (d} buffer, surfactant 4B
calcium phosphate 876401 © solid diluent, carrier ‘4B
tricalciumn phosphate 876401 {c) surfactant, ‘4B
suspending agent, dispersing agent,
anticaking agent, conditioning agent
potassium phosphate 876400 {) buffer 4B
potassium dihydrogen 900151 (d) buffering agent 4B
phasphate
sodium dihydrogen 716409 ) buffering agent 4B
phosphate
disodium phosphate 876409 {c) anticaking agen, ennditioning agent 4B
- 259 7
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trisodjum phosphate 876406 {c), {e} surfactant, emalsifier, wetting agent 4B
precipitant, buffer, filler

zinc orthophosphate 876769 {d) plant nutrient and safener 3
ammoniutn (d) sequestrant, buffer, surfactant 3
pelyphosphate
telrapotassium 376408 (d) not 1o exceed 10% of formulation; 3
pyrophosphate sequestrant,

anticaking agent, conditioning agent
sodium acid 876411 (©) surfactant, 4B
pyrophosphate suspending agent, dispersing agent,

buffer

sodium 900112 (© surfactant, emulsifier, 4B
hexametaphosphate wetting agent,

suspending agent, dispersing agent,

_ buffer

‘sodium tripolyphosphate | 360010 () buffer, susfactant, 4B

suspending agent, dispersing agent, )

anticaking agent, conditioning agent
tetrasodivm 376405 © anticakiug agent, conditioning agent Ed,B
pyrophosphate '

At this time, only phosphoric acid, potassium dihydrogen phosphate, and trisodium
phosphate are used as active ingredients. There are no longer any EPA-registered active
ingredient uses for any of the other above-listed phosphate saits.

Tabie 2: Use Pattern (pesticidal - active ingredient)

Chemical ActivePC | 40 CFR Number of | Active Use Pattern (Pesticidal)

Name Code Products -

phosphoric acid | 076001 none 63 used to kill bacteri, viruses, mold ind
mildew on dairy and zoo animals; dairy/
milking equipment; drinking water 5ystems,
food processing areas and eating .
establishments; egg washing

potassium 076413 180.1193 2 used to-kill mildew on food crops, |

dihydrogen {established ornamentals and turf

phosphate post-FQPA)

trisodium 076406 none 2 used to kill bacteria in whirlpool baths and

phosphate comtnercial areas

2
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Table 3: Use Pattern (FDA GRAS)

Chernical

GRAS Citation

GRAS Uses

phosphoric acid

21 CFR 182.1073

(no limitations specified)

ammonium phosphate
(monobasic)

21 CPFR 184.1141a

dough strengthener, pH control agent

ammonium phosphate,
{dibasic}

21 CFR 184.1141b

dough strengthener, firming agent,
leavening agent, pH control agent
processing aid

calcium phosphate
(includes mono-, di-, and

21 CFR 182.1217

(no limitations specified)

21 CFR 182..8217

tricalcium) nutrients

calcium phosphate 21 CFR 182.6215 | sequestrant

(monobasic) ‘

magnesium phosphate 21 CFR 184.1434 | nutrient supplement, pH control agent
dipotassium phosphate 21 CFR 182.6285 sequestrant |
sodium acid phosphate 21 CFR 182.6085 | sequestrant

sodium phosphate
(includes mono-, di-, and

21 CFR 182.1778

{no Itmitations specified)

trisodium) 21 CFR 182.6778 | sequestrant

21 CFR 182.8778 | nutrients
disodium phosphate 21 CFR 182.6290 | sequestrant
calcium pyrophosphate 21 CFR 182.8223 | nutrients
calcium 21 CFR 182.6203 | sequestrant
hexametaphosphate

sodium acid
pyrophosphate

21 CFR 182.1087

(no limitatjons specified)

sodium tripolyphosphate

21 CFR 182.1810

{no limitations specified)

21 CFR 182.6810

sequestrant




sodiwm 21 CFR 182.6760 | sequestrant
hexametaphosphate

sodium metaphosphate 2] CFR 182.6765 | sequestrant
sodium pyrophosphate 21 CFR 182.6787 | sequestrant
tetrasodium 21 CFR 182.6789 | sequestrant
pyrophosphate

Phosphoric acid, trisodium phosphate, and sodium dihydrogen phosphate also have uses

in food contact surface sanitizing solutions under 21 CFR 178.1010.

Table 4: Use Pattern (non-pesticidal)

Chemical

Uses

phosphoric acid

over 90% of the phosphoric acid produced in the United States and worldwide is used for
agricultural applications as both fertilizers and animal feed supplements; used in the
manufacture of superphosphates for fertilizers, other phosphate salts, polyphosphates,
detergents; as an acid catalyst.in making ethylene, purifying hydrogen peroxide; acidutant
and flavor, synergistic antioxidant and sequestrant in food; pharmaceetic aid {solvent);
dental cements; process engraving; rustproofing of metals before painting; coagulating
rubber latex; analytical reagent,

monoammonium as baking powder with sodium bicarbonate; in fermentations (yeast cultures, ete.);

phosphale fireproofing of paper, wood, fiberboard, etc.; used 10 protect pesticides in spray mixtures
prepared with alkaline waters

diammonium fireproofing textiles, paper, wood, and vegetable fibers; impragnating lamp wicks;

phosphate prevcnung afterglow in matches; flux for soldering tin, copper, brass, and zinc; punfymg

sugar; in yeast cultures; in dentifrices; in corrosion inhibitors; in fertilizers.

calcium phosphate

in fertilizers; acidulant in baking powder and wheat flours; in enameling; mmeral
supplement for foods & feeds

mricalctum
phosphate

manufacture of ferfilizers, H3P0O4 and phosphorous compounds; manufacture of mxlk~g]ass,
polishing and dental powders, porcelains, potiery; enameling; clarifying sugar syrups; animal
feeds; anticaking agent; in the textile industry; stabilizer for plastics; in meat tendcnzers in
food as buffer

monopotassiim
phosphate

widespread usce is a5 a mineral nurrient for fermentation broths; special liquid fcrtﬂizers.
buffering systems, paper processing; plezoelectric properties has led to its use in sonar
systems and other electronic applications,

potassium
dihydrogen
phosphate

buffers for determination of pH; pharmaceutical aid (buffering agent); baking powder;
nutrient solutions; yeast foods: buffer and sequestrant in foods; widespread use as a mineral
nutrient for fermentation broths; special liquid fertilizers, buffering systems; paper
processing,

W
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Table 4: Use Pattern (nen-pesticidal)

Chemical Uses

sodium dihydrogen | in baking powders, in boiler water treatment; as dry acidulant and sequestrant for foods;

phosphate buffering agent {electroplating baths); acidulant {procassed meats, egg products, powdered
drinks); builder (industrial cleaning formulations); metal phosphatising reagent; mineral
supplement; softening/conditioning agent {boiler water weatment); textile dyeing/printing
auxiliary

disodivm phosphate | emulsifier (processed cheese, quick-cook cereals, pharmaceuticals): metal
phosphatising/electroplating reagent); pottery glazes/porcelain/enamels; scale inhibitor
(boiling water reatmesnt): extile/leather auxiliary; detergents ’

trisodiem removing insecticide residues from fruit; inhibiting mold; photographic developers;

phosphate clarifying sugar; removing boiler scale, softening water; manufacture of paper; laundering;
tanning leathier; in detergent mixture; dairy substitutes (milk-based pudding, sour cream,
cheese).

ammonium intermediate in the production of high quality liquid fertilizers; stabilizer in skimmed

polyphosphate sweetened condensed milk and dry milk; condensed acids of 82-84% P2035 content are
employed as catalysis in the petroleum and chemical industries for alkylation,
dehydrogeneration, polymerization, and isomerization reactions, including ethylbenzene,

asoline, and plasticizer alcohols. .

Sodinm aka Calgon; softening water without precipitate formation in dyeing, laundering, textile

hexametaphosphate | processing, and washing operations; corrosion inhibitor in de-icing salt preparations; frozen
desserts; pretanning hides in the manufacture of leather; dispersing clays and pigments;
threshold treatment for scale; and corrosion prevention, o

sodium one of the most widely used and most effective builder in heavy-duty fabric washing

‘ipolyphosphate compositions; because of its high sequestration power, extensive application in automatic
dish-washing detergents; formns stable hydrates and thus aids in the manufacture of crisp
spray-dried laundry powders; texturizer in food; phosphorus source for cattle.

sodium acid chiefly in baking powders; food acidulant; electroplating; metal cleaning and phosphatizing;

pyrophosphate drilling muds buffer; sesquestrent peptizing agent in cheese and meat products; frozen
desserts _

tetrasodium industrial and institutional detergent builder; water treatment; household laundry detergents;

pyrophosphate processed cheeses; other food applications; textile and clay processing: elastomers: paper
processing

It should be noted that several of the phosphates have uses as fertilizers, or as chemicals -

used in the preparation of fertilizers. Plants need various elements (inetals and non-metals) for
proper growth. Especially for agricultural crops, plants are supplied these elements as part of

chemical fertilizers. The most important elements for plant growth are nitrogen, phosphorus, and
potassium. Other metals needed in the soil for plant up-take are calcium, magnesium, iron, and
trace elements such as zine. Fertilizers contatning phosphates are intentionally added to growing
agricultural crops as needed to promote plant growth.



Assessment of Phosphoric Acid and its Salts

Phosphoric acid and its ammonium, sodium, potassiurn, calcium, magnesium, and zinc
salts are being assessed as a group due to their chemical similarities. Due to its acidic nature the
toxicity of phosphoric acid will be different from those of the more neutral phosphate salts.
However, these phosphate salts all contain the phosphate ion (as H,PO,", HPQ,?, or PO,?),
and thus share some common chemistries. A major focus of this assessment is the work
previously performed by FDA in assessing the safety of these chemicals as food additives.

1. Physical/Chemical Properties:

The physical and cherhical properties of phosphoric acid and its various salts are
described in the May 7, 2002 EFED Assessment. See attached.

2. Information Sources:

The following information was used in performing this assessment: The available
information consisted of information retrieved from various websites, such as,
. EPA (www.epa.gov),
J NIOSH, (www.cde. gov(nmSh[lpcsneng[nenglOO§ htmb,
(www.cdc.gov/niosh/ipcsneng/nengl 178.html),

(www.cdc.gov/niosh/ipcsneng/neng(983.himl),

(www.cdc. gov/niosh/ipcsneng/neng0217 html),
{(www.cdc.gov/niosh/ipesneng/neng1 140.htmi), (www.cde. govfmoshjpdeKOSOG gdi}

. TOXNET ( www.toxnet.nlm.gih.gov.)

. WHO (www.inchem.org/documents/jecfa/jecmono/v17je22 htm),
(www.inchem org/documents/iecfa/jecmono/v48jel I htm)
(www inchem orgfdocuments/iecfa/iecmono/v46ie58 htm) and
(www.inchem.org/documents/jecfa/jecmono/4Qabej39.htm)

Various FDA GRAS Assessments were used, as well as, the FAQ/WHO Aséessmcnts for
phosphoric acid, and various phosphate salts and polyphosphates.

3. NIOSH (National Institute for Occupational Safety and Health)

The NIOSH IDHL (immediately dangerous to life or health) for phosphoric acid is 1000
mg/m?, The Intemational Chemical Safety Card for phosphoric acid indicates that it is
hydroscopic colotdess crystals. The TLV (Threshold Limit Value) is 1 mg/m?. Phosphoric acid
is a medium strong acid that reacts violently with bases. Phosphoric acid mist is an irritant to
the eyes, upper respiratory tract and skin. A 75% solution will cause severe skin burns,
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The NIOSH International Chemical Safety Card for tetrasodium pyrophosphate indicates
that the TLV is 5 mg/m®. No TLVs have been established for trisodium phosphate,
tetrapotassium pyrophosphate, and ammonium phosphate dibasic. However, all of the Safety
Cards indicate that the chemicals are corrosive or imitating,

4. Acid Characteristics

An acid is a substance that when dissolved in water yields H* ions, The increase of the
concentration of the H' ions lowers the pH. Mineral acids contain a non-metal such as
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen.
When combined with oxygen, these anions can be referred to as oxyanions. Strong-acids are
those acids that when dlssolved completely transfer their H ions to water. Phosphoric acid is a
medium strong acid.

Acids such as phosphoric exist in solution as 2 mixture of acid molecules and ions.
Phosphoric acid has three hydrogens but only one of them is readily transferred to water, that is,
exhibiting the property of a strong acid. The transfer of the other two remaining hydrogens
occurs at pHs above 7.

5. Cations: Sodium, Potassium, Calcium, Magnesium, and Zinc

Generally, when any salt of an acid, such as phosphoric acid is dissolved in water,
dissociation yields the anions, which are negatively charged, and a positively charged cation. In
the human body, these salts tend to dissociate and thus, for the most part, react in the body as
the anion and the cation,

Metals such as calcium, sodium, magnesium, potassium, and zinc are also required for
proper functioning of human biological systems. For risk assessment purposes an important
feature of these metals is that overall the body does have an effective means of processing them.
The primary means of exposure to these cations is ingestion. Four of the most common cations
required for functioning of human biology are: sodium, potassium, calcium and magnesium.
Chemically, sodium and potassium belong to the same chemical family: calciumand -
magnesium belong to a different chemical family.

Sodium: ' T

The human body burden of sodium is approximately 20 grams (g) for a 70 kilogram (kg)
adult. The sodium cation is necessary for the nerves and muscles to function properly. It is the
principal cation of extracellular fluid, and helps to maintain the body’s water balance. These
electrolytes, the electrically charged ions in the body fluids, consist to a great exient of sodium
and potassium. There is no Recommended Dietary Allowance (RDA) for sodium.



Potassium:

The human body burden of potassium is approximately 140 g for a 70 kg adult. The
potassium cation is important in regulating blood pressure, regulating cellular water content,
maintaining proper pH balance, and transmission of nerve impulses. It helps to regulate the
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day.

Calcium:

The human body burden of calcium is approximately 1 kg for a 70 kg adult; or 1/70th
of our weight is calcium. The calcium cation is necessary for bone and teeth formation. It is also
important to the proper.functioring of nerves, enzymes, and muscles, and plays a role in blood
clotting and the maintenance of cell membranes. The RDAs for calcium are 1000 mg/day for
adults aged 19 to 50 years and 1200 mg/day for individuals older than 50 years.

Magnesium: ;

- The human body burden of magnesium is approximately 20 g for a 70 kg adult. The
magnesium cation is also used in building bones. It plays a role in releasing energy from -
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 mg/day for
adult females and 400 to 420 mg/day for adult males with the RDA increasing with increasing
age. ‘ L

r

Zing:

Another common metal cation that is necessary for hurman metabolism, but in smaller
amounts often referred to as trace, is zinc. The human body burden of zinc is approximately 100
milligram (mg) for a 70 kg adult. Zinc is a component of many enzymes and therefore has
substantial involvement in many metabolic processes. It also assists in wound healing, blood
formation, and general growth and maintenance of the body’s tissues. The RDAs for zinc are 15
mg/day [0.21 mg/kg/day for an adult {70 kg) male] and 12 mg/day [0.2 mg/kg/day for an adult
{60 kg) female]. According to FDA, the average daily intake of zinc from food (including
water) was 0.23 mg/kg/day in the early 1980s. Consuming too much zinc (i.e. , 10 to 15 times
the RDA) can cause health concerns such as anemia, pancreatic and kidney effects, and certain
developmental effects. Consumirg too little zinc can cause loss of appetite , decreased sense of
taste and smell, decreased immune function, slow wound healing, skin sores, and dcvelopmentai
effects. :

6. Ammonium Salt:
Ammonium phosphates dissociate to the negatively charged anion and the positively

charged ammonium cation (NH,"). Humans cannot convert atmospheric nitrogen to any form
that can be used as part of any of the various metabolic cycles. Therefore, reduced nitrogen
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{NH,*) has to enter the body from an outside source. These sources are the nitrogen-containing
amino acids in protein which are consumed daily as part of the diet. Although the human body
can produce some amino acids, ten amiro acids are considered “essential” amino acids, 1.e., they
must be consumed in the diet.

Generally the body works to maintain a balance of nitrogen intake and nitrogen
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg. In
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine.

Ammonia and the ammonium ion are integral components of normal human metabolic
processes. Ammonia is released following deamination that occurs when protein is used by the
body for energy production. The liver converts ammonia via the urea cycle into urea. According
to FDA in the “Evaluation of the Health Aspects of Certain Ammonium Salts as Food
Ingredients” (1974), “the norrhal liver so readily detoxifies ammonium ion from alimentary
sources that blood concentrations of ammonium salts do not rise to the levels necessary to evoke
toxic response.” Approximately 80% of the body’s excess nitrogen is eliminated through the
kidneys as urea, approximately 25 to 30 grams per day.

N
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7. Toxicological Profile Table

With the exception of the information in RIS (Integrated Risk Information Systcm) the Agency has not reviewed any of the

toxicological studies in the following table for hydrochloric acid or any of its salts. The rev1ews of these studies were obtained from
Toxnet, as well as other govemment websites,

Table 5: Toxicological Profile

ClLemical

Foxicity

Other Information

Phosphoric acid

IRIS: Irhalation RfC: 1 x 107 mg/m* due to bronchiolar fibrosis in a 13
week rat inhalation study

There is no Oral RfD and a carcinogenicity assessment has not been
completed.

Not irritating to the eyes or respiratory tract, unless introduced into the
atrnosphere as a spray or mist, phosphoric acid has low vapor pressure at
room temperature;

Topically may Eritate and tnjure the eyes, owing to its acidity, bul
systemically has no poisonous action on the eye, Tested on human eyes,
0.16 M phosphoric acid buffered to pH 2.5 caused moderate brief stinging
sensation, bul no injury when applied as a single drop. A drop of the same
solution adjusied to pH 3 4 caused no discomnfort.

CERCLA Reportable Quantities: 5000 1b (2270
kg,

US production (1993): 23.04 billion b
(11,520,000 tons).

Monoammonium
phosphate

Acule eye conlact with concentrated alkali causes conjunctival edema and
corneal destruction. Since alkalies penetrate skin slowly, extent of damage
depends on duration of contact. Chronic poisoning may occur from skin
contacl. Chronic dermatitis may follow repeated contact,
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Diammonium phosphate

Dust irritating to eyes, and throat. Solid irritating to skin and eyes;

A 0.1 M solution of ammonium phosphate (pH 7 to 7.5), with sodium
chloride andfor sucrose added to make a .46 osmolar solution (1.5 x the
isotonic concentration} was dripped continuously onto the eyes of rabbits,
and caused edema of the epithelium of the cornea within 3 to 3.5 hours.

US production (1975): 5.17 x 10° kg (568,000
tons), with another 40% of that amount imported
that year.

tolerated if proper balance of iong (calcium, magnesivm and potassium) is
maintained.

Calcium hydrogen Nornial total serum calcium levels are 4.5 to 5.2 mEg/L. Symptoms may

phosphate appear when plasma calcium reaches 6.6 mEqg/L;

Calcium bis(dibydrogen In animal feeding studies, leveis of 0.5% phosphate in diet could be US production (1975): 1.3 x 0¥ kg
phosphate) tolerated without adverse physiological effecls, and higher levels could be {143,000 tons).

Tricaleium phosphate

Mutagenicity: Ames assay with two strains(TA97 and TA102) of
Salmonella typhimuriym with and without activation; Negative.

US production {1976): 2.86 x 10° kg
( 315,000 tons).

Monopotassium phosphate

Acute oral LDLo (lowest published lethal does) rat: 4640 mgfkg

Acute LD, dermal rabbit: >4640 mgfkg

Animal-feeding studies indicate that levels of 0.5% phosphate tn the diet
could be tolerated without adverse physiological effects. Higher levels could
be tolerated, if proper balance of ions {calcium, magnesium, 2nd potassium)
is maintained;

Potassium phosphate causes sever ulceration in the GI tract at a level
equivalent to 1000 mg potassivm ion when given to monkeys in the form of
a pill;

US production (1976:1.82 - 2.72 x 10® kg {2002 -
2992 tons)

11
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Dipotassium phosphate

After oral administration of 800 mg/kg body wt for 14 or 38 weeks, dogs
vomiled, were cachectic, and had elevated crealinine and blood urea
nitrogen, Renal damage was most marked at 38 week, with disseminated
atrophy (usually of proximal tubules), focal scar tissve, and
nephrocalcinosis;

Animal-feeding studies indicate that levels of 0.5% phosphate in lhe diet
could be tolerated without ad verse physiological effects. Higher levels could
be tolerated, if proper balance of ions (calcium, magnesium, and potassium)
is maintained;

Potassium phosphate causes sever ulceration in the GI tract at a level
equivalent te E000 mg potassium ion when given to monkeys in the form of
a pitl;

Mutagenicity: Ames assay with 1wo strains (TAS7 and TA102) of
Salmonelle typhimurium with and without activation: Negative.

US production (1875); 4.54 - 6.36 x 10® kg
(568,000 tons)

Tripotassium phosphate

Acute Oral Lowest published lethal dose: Rat: 4640 mg/kg;

Acute Drermal LD, Rabbit: greater than 4640 mp/kg;

Eritation: Eye: Rabbit; Moderale;

Miuagenicity: Ames assay with two strains (TAS7 and TA102) of
Salmonella typhimuriur with and without acttvation: Negative,

Disodium phosphate

Acute Oral LDy Rat: 12,930 to 17,000 mg/kg;

Toxicity of parenteral dibasic and monobasic sodium phosphate is due to
their sequestration of calcium. Systernic reactions are unlikely when these
salts (dibasic and mongbasic sodium phosphate) are given by mouth;
Anhydrous form may cause mild {rritation 10 skin, mucous membranes,
internally causes purging;

Dust is irritating to eyes, nose and throat. If inhaled will cause coughing or
difficult breathing. Solid is trritating to skin and eyes;

A 0.1 M solution of sodium phosphate (pH 7 to 7.5), with sodium chloride .
and/or sucrose added to make a 0.46 osmolar solutioa, caused no
disturbance in the comea of rabbit eyes;

Mutagenicity: Sall tested in Ames assay with four strains (TA100, TA1535,
TA1537, and TASB) of Salmonella typhimurium with andwithout
activation: Negative;

Distilled water solutions lested in Ames assay with six strains (TA100,

. TA1335, TA1537, TA98, TA97 and TA102) of Salmonella typklmurmm

with and without activation: Negative,

CERCLA Reportable Quantities: 5000 b (2270
keg);

Clean Water Act Requirements: Designated as a
hazardous substance uader section 311(b)(2XA) of
the Federal Water Pollution Control Act and
further regulated by the Clean Water Act
Amendments of 1977 and 1678;

US production (1984); 2.87 x 107 kg (31,570 tons).
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173



Sodium dihydrogen
phosphate

Acute Oral LD50: Rat: 8290 mg/ke;

Dases of 250 g/kg by mouth produced diarrhea in rats, guinea pigs, and
rabbits;

Toxicity of parenteral dibasic and monobasic sodium phosphate iz due to
their scquestration of calcium. Systemic reactions are unlikely when these
salts {dibasie and monobasic sedium phosphate) are given by mouth;
Phosphates (dibasic & monobasic sodium phosphatc) are slowly and
incompletely absorbed.

US production (1975} 3.73 x 107 kg
{41,030 tons).

Trisodium phosphate

Acute Oral LD50:; Rat: 7400 mgikg:

Acute Dermal LD50: Rabbit: > 300 mg/kg;

Agqueous solutions are highty aikaline, and may produce caustic burn;
Splash of aqueous sclution of trisodium phosphate in human eyes in one
case, caused slight transient injury, and in two other cases, caused moderate
permanent corneal opacification and vascularization (similar to that caused
by sodium hydroxide).

CERCLA Repertable Quantities: 5000 1b (2270
ke

Clean Water Act Requiremestts: Designated as a
hazardous substance under section 31 1{bX2)(A) of
the Federal Water Pollution Control Act and
further regulated by the Clean Water Act
Amendments of 1977 and 1978.

US production in US (1975): 5.1 x 107 kg (36,100
tons),

Tetrapotassium Oral: Lowest Published Lethal Dose (LDLo}: Rat: 4640 mg/kg

pyrophosphate Dermal LD50: Rabbit: » 4640 mgikg

Sodiurn acid Oral LDy, Mouse: 2650 mglkg; 1972 and 1975 Production in US: 2.48 x 10" kg
pyrophesphate An irritant to skin, eyes, and mucous membranes. (27,280 tons) and 2.14 x 107 kg (23540 tons).

Tespectively
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Sodium tripelyphosphate

Oral LD50: Rat: 3120 mg/ke;

Stricture of esophagus can occur up to years later, causing difficuity
swallowing. Irjtating because of its alkalinity and hyperioxicity. If ingested
in large amounts nausea, vomiting and diarrhea are possible,

Less corrosive effect on mucous membranes than sodium or potassium
hydroxide;

Tripolyphesphates are thought to be hydrolyzed to {ortho)phosphates before
absorption in the gastrotintestinal tract;

Mutagenicity: Ames assays with five strains {TA98, TAI00, TA1535,
TA1537, and TA1538) of Salmonella typhimurinea with and without
activation: Negative.

A strain of Escherichia coli (WP2 UVRA} with and without activation:
Negalive

CERCLA Reportable Quantity: greater than 5000
Ib (2270 kg) :

1984 Production in US: 6,12 x 10" kg (673,200
tons), with another 1% of that amount imported
that year:

Sodium
hexametaphosphate

Oral LDy Rat: 6200 mgkg;

Oral LD, mouse: 4320 mg/kg;

Irritating because of its alkalinity and hypertoxicity. If ingested in large
amounts nausea, vomiting and diarrhea are possible.

The cotrosive effect is strong imitation, erythema, blistering;

Less corrosive effect on mucous membranes than sodium or potassium
hydroxide;

10-40% of the phosphorus in sodium hexametaphosphate is absorbed in
intestinal tract, with the balance of phosphorus eliminated in the feces;
Feeding study: rats: severe kidney damage at 3 and 5%, but no observable
physiological damage at 1.8%;

Dog study: began to lose weight when the daily dose reached 2.5 gfkg/day
Developmental studies: oral feeding for 10 days: pregnant rats at up to 24Q
mg/kg and pregnant mice at up to 370 mg/kg: no discernible effects on

nidation (nest-building) or on maternal of fetal survival, and no significant

effects on soft and skeletal tissues, compared with conteols;

Mutagenicity: Ames assay with Salmonella ryphimuriven with and without
activation: Negative.

Salmonella cerevisiae with and without activation: Negative.

CERCLA Reportable Quantity: greater than 5000
1b {2270 kg);

1976 Production in US: 6.36 x 10° kg

(70 tons}), minimutm consumption in foods,
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175



Tetrasodium
pyrophosphate

Medical reports of acute exposures show mild to moderate dermal and
ocular responses;

Acute study in rabbit eye shows that direct contact causes severe itritation
and corneal injury, and may be treitating to skin;

6-Month feeding study: Rat: Maximum dose tolerated was greater than
1.8%, but less than 3%; excess phosphate damage to the kidpeys;

I-Year dietary feeding study: Rat: No adverse effect level was 0.1%
(approximately 50 mg/kg/day)

16 week rat feeding study - maximum level tolerated was less than 1%

1975 Production in US: 3.1 x 107 kg (34,100 tons)

15
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8. OFPP Mineral Acid RED (Reregistration Eligibility Decision Document)

The following information on the acute toxicity of phosphoric acid was in the 1993 RED:
The oral LD, is 1530 mg/kg, toxicity category IH. The dermal 1Dy, is 2740 mg/kg, toxicity
category I. Phosphoric acid is toxicity category I for eye and dermal irritation, No other
toxicological data were required based on the use patterns at the time of the issuance of the RED
and the corrosiveness shown in the acute studies for dermal and eye irritation.

9, Agency Review of Toxicity Data for Potassium Dihydrogen Phosphate

Sodium dihydrogen phosphate has an acute oral 1D, greater than 5000 mg/kg in male
rats, an acute oral LD, greater than 500 mg/kg in female rats, an acute dermal LDy, greater than
2000 mg/kg in rabbits, and an acute inhalation LC,, greater than 4.74 mg/L in rats. It is causes
mild eye irritation and is a non-irritant for skin irritation.

16. FDA GRAS (Generally Recognizéd As Safe) Assessments

Ammonium Phosphste, Monobasic and Dibasic

In the FDA Assessment titled “Evaluation of the Health Aspects of Certain Ammonium
Salts as Food Ingredieuts” (1974), the following general conclusion on ainmonium compounds
was reached: ’

“Ammonia and ammonium ton are integral components of normal metabolic
processes and play an essential role in the physiology of man. Although there
have been no significant feeding studies specifically designed to ascertain the
safety threshold of ammonium compounds as food ingredients, numerous
metabolic studies have been reported in the scientific literature. Extrapolation of
these findings to the concentrations of ammonium compounds normally present in
foods does not suggest that there would be untoward effects at such levels.”

Magnesium Phosphate, Dibasic and Tribasic

The FIDA Assessment is titled “Evaluation of the Health Aspects of Magnesinm Salts as
Food Ingredients” (1976). Magnesium is (1) a dietary essential, (2) involved in many metabolic
reactions, (3) important in electrolyte balance, and {4) present in fruits, vegetables, grains, milk,
meat and fish. There are no chronic toxicity data. The “status of magnesium as a ubiqguitous and
essential dietary ingredient for the maintenance of homeostatic and bioenergetic mechanisms
leads to the opinion that none of the available evidence suggests any probable hazard when any
of the GRAS compounds of magnesium is nsed as a food ingredient.” It was concluded that there
was no available information on magnesium phosphate that “demonstrates, or suggests .
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reasonable grounds to suspect, a hazard 10 the public when they are used at leveis that are now
current and in the maaner now practiced, or which might reasonably be expected in the future.

T2

P horic Acid. and Various Ammonium, Calcium, Potassium and itm Phosphate Salts

The FDA Assessment is tilfed “Evaluation of the Health Aspects of Phosphates as Food
Ingredients.” (1975). For this evaluation FDA reviewed various oral acute, short-term, chronic,
developmental, and reproductive toxicity; mutagenicity; and human stadies on ammonium,
calcium, potassium and sodium phosphate salts. The possible average daily intake of added
phosphates (i.c., those used as food additives) al thal time were:

Table 6: Daily Intake’
Chemical Name 0 10 5 Months 6 1o 11 Months 12 to 23 Months 2 10 65+ Years
{(mg/kg) (mg/kg) (mghkg) {mg/kg)

phosphoric acid i 5 7 3
ammonium phosphate | 1 3 4 . 2
dibasic
ammonium phosphate | <1 <i <1 <l
monobasic
calcium phosphate, | 807 157 81 18
dibasic
calcium phosphate, 33 69 72 22
monobasic

{ calcium phosphate, 170 142 ' 84 i3
wribasic
potassium phosphate, | 3 15 17 7
dibasic ’
potassiom phosphate, | <1 6 5 1
moriobasic
potassium <i <1 <1 <
tripolyphosphate
sodium acid 4 28 39 16
pyrophosphate '
sodium i7 31 29 1
metaphosphate
sodium phosphate, P 12t 105 24
dibasic
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sodium phosphate, 36 53 22

monobasic

sodium phosphate, 23 33 12

tribasic

sodium 52 70 32

pyrophosphate

sodium 13 14 6

tripolyphosphale

“Phosphates are components of all living organisms and provide phosphorus, an essential

nutrient.” Phosphate is absorbed from the small intestine. - Approximately *30 percent of the

ingested phosphate is excreted in the feces and 70 percent in the urine.” The polyphosphates must

undergo hydrolysis to phosphate for absorption to occur.

The FDA Sclect Committee considered in great detail the interrelationships of calcium,

magnesium, and phosphorous. In its opinion it was recognized that there are =~

“many variables to be considered regarding the safety to the public of the current
uses of phosphates in foods. These include: (a) the variety and different
characteristics of phosphates and their scope of use; (b) the close metabolic
interrelationships between vitamin D, calcium, and phosphornus; and (c) the
possible variations between different segments of the population in the level of
phosphate consumed both in foods and in beverages. .....[I]t is the opinion of the
Select Committee that the Ca:P ratio of the diet is important, especially if it var"_iés
substantially from 1:1 owing to the relatively high intake of phosphorus. Most of
the evidence shows that in general a desirable Ca:P ratio is between 2:1 and 1:1.
Thus if the calcium intake 1s 800 mg per person per day the total phosphorus
intake should not greatly exceed that amount. The fragmentary data available

suggest that the typical Ca:P ratio in this country is lower than 1:1. Some

estimates suggest it may be substantially lower. In laboratory animals and

presumably in man, nutritional secondary hyperparathyroidism and bone

resorption may be inducted when the diet furnishes an other otherwise adequate

amount of calcitim but excessive levels of phosphorus

None of the GRAS phosphates is intrinsically harmful and their use in foods does
not present a hazard when the total amount of phosphorus ingested and the intakes
of calcium, magnesium, vitamin D, and other nutrients are satisfactory. The
current use of calcium phosphates in food processing is without harmful effects on
the health of consumers and, in some instances, may be advantageous, The
phosphorus supplied by GRAS phosphates, other than calcium phosphates, added
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to foods is low in relation to the total amount of phosphorus naturally present in
the diet. However, the possibility that unreasonable increases in the usage of these
phosphates in common foods would significantly lower the Ca:P ratio and increase
the total phosphorus intake for some segments of the population, must be
considered in assessing the probability of a health hazard existing because of the
ingestion of excessive levels of phosphorus. The Select Committee has no
evidence that the use of any of these no-calcium phosphates as food ingredients at
current levels is creating such a problem. however, if distortion of the Ca:P ration
should become of concern, this question should be accorded separate study.”

The select committee considered the above information and then concluded that for
phosphoric acid and the salts considered that there “is no evidence in the available information ...
that demonstrates or suggests reasonable grounds to suspect, a hazard to the public when they are
used at levels that are now curfent or that might reasonably be expected in future.”

.11,  FAO/WHO Expert Committee on Food Additives

WHO has performed several assessments on phosphoric acid and on 29 of the various
calcium, magnesium, potassium and sodium salts. The latest assessment is undated, but from
the references was performed in the early to mid 1980s.

“Metabolically, the phosphate salts provide a source of the various cations and the
phosphate ion. Of greatest concern is the toxicity arising from calcium,
magnesium and phosphate imbalance in the diet. Phosphate salts were not
mutagenic in a number of test systems. Teratogenic effects have not been observed
in mammalian test systems.

Numerous animal studies have shown that excessive dietary phosphorus causes an
increase of plasma phosphorus and a decrease in serum calcium, The resulting
hypecalcaemia stimulates secretion of PTH which in turn increases the rate of
bone resorption and decreases calcium excretion. These homeostatic adjustments
to high dietary phosphorus may result in bone loss and calcification of soft tissues
in animals.

The dose Ievels of phosphate producing nephrocalcinosis were not consistent
among the various rat feeding studies. However, the rat is exquisitely susceptible
to calcification and hydronephrosis upon exposure to acids forming cal¢ium
chelates or complexes. The lowest dose levels that produce nephrocalcinosis
overlap the higher dose levels failing to do so. However, this may be related to
other dietary imbalances, such as the level of magnesium in the diet. There is still
uncertainty on the optimal Ca:P ratio and whether this ratio is of any dietary
significance in man.
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The lowest level of phosphate that produced nephrocalcinosis in the rat (1% P in
the diet) is used as the basis for the evaluation and, by extrapolation based on the
daily food intake of 2800 calories, this gives a dose level of 6600 mg P per day as
the best estimate of the lowest level that might conceivably cause nephrocalcinosis
in man. The usual calculation for provision of a margin of safety is probably not
suitable for food additives that are also nutrients. Ingested phosphates from
natural sources should be considered together with that from food additives
sources. Since phosphorus (as phosphates) is an essential nutrient and an
unavoidable constituent of food, it is not feasible or appropriate to give a range of
values from zero to a maximum.”

It was determined that the estimate of maximum tolerable daily intake for man would
be 70 mg/kg bw. L

“This figure represents the maximum tolerable daily intake (MTDI) of phosphates.
It is not an ADI The MTDI is expressed as phosphorus and it applies to the sum
of phosphates naturally present in food and the additives listed below. It also
applies to diets that are nutritionally adequate in respect of calcium. However, if
the calcium intake were high, the intake of phosphate could be proportionately
higher, and the reverse relationship would also apply.”

12. Human Health Hazard Characterization:

Phosphoric acid in its concentrated form is corrosive and irritating. Due to this property
toxicity testing can only be performed on dilute concentrations or on neutralized forms of the acid
such as a salt. The consequences of acute exposure to phosphoric acid are well-understood.

Exposure to phosphoric acid in pesticide products as an inert ingredient would be in the
role of a pH adjuster. This is indicative of the use of small amounts of phosphoric acid that are
incorporated in a pesticide product to modify and/or control the pH . After the pH adjustment is
performed, the phosphoric acid would be neutralized. As an active ingredient phosphoric acid is
subject to FIFRA registration requirements and various labeling language as specified in the 1993
RED. Phosphoric acid must be used and applied according to good manufacturing or good
agricultural practices. However, there are no significant adverse effects, to the general public or
any population subgroup from consumption of residues of phosphoric acid resulting from
pesticide product uses.’

As a group these salts of phosphoric acid constitute a group of chemicals with many uses
including direct use in the food supply. The human body metabolizes phosphate, ammonium,
calcium, magnesium, potassium, sodium and zinc through well-understood pathways. In fact,
all are necessary human nutrients. There are no available data to indicate any significant adverse
effects to the general public or any population subgroup from consumption of residues of the
ammonium, calcium, magnesium, potassium, sodium and zinc salts of phosphoric acid resulting

20
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from pesticide product uses.

Given the long history of safe use, the available toxicity data, an understanding of the
human body’s ability to metabolize these chemicals, and the evaluations by FDA and WHO, the
IIFG believes that ammonium, sodium, potassium, magnesium, calcium and zinc phosphate salts
are of low oral toxicity.

13.  Type of Risk Assessment/Risk Characterization:

The toxicity of these chemicals derives from the irritation and causticoeffects; therefore, a
qualitative assessment for all pathways of human exposure (food, drinking water, and residential)
i$ appropriate.

_ Given the widespread occurrence of phosphoric acid and its salts in the existing food
supply, the amounts that can be applied to food as a result of a use in a pesticide product would
not be expected to significantly increase the existing amounts in the food supply. There is no
available information on any of the salts of phosphoric acid considered in this document
indicative of a human health hazard resulting from the EPA-regulated uses as well as the FDA
(GRAS uses to the general public or any population subgroup. No addltlonal information is
needed to assess their safety. :

14.  Sensitivity of Infants and Children:

Due to its acidic nature, its corrosive potential, there is high acute toxicity for phosphoric
acid. Phosphoric acid must be used in pesticide products according to good manufacturing or
good agricultural practices. The salts of phosphoric acid have low toxic potential. At this time,
there is no concern for potential sensitivity to infants and children. A safety factor analysis has
not been used to assess the risk. For the same reasons the additional tenfold safety factor is
unnecessary.

15. Environmental Fate and Ecotoxicity Assessment/Characterization:

In general, the constituents of the mineral acids, such as phosphoric acid, are commonly
found in soil and water in the environment suggesting that releasing low levels of these chemicals
would not normally be expected to adversely effect wildlife or water resources. Large releases
may adversely affect wildlife and water resources either directly or indirectly. Direct effects may
result from exceeding foxicity thresholds of specific chemicals. Indirect effects may be
manifested through disrupting ecosystems through altering pH or increasing availability of algal
nutrients.

Phosphoric acid i8 a medium strong acid. The magnitude of the pH changes, and thus the
magnitude of effects, would depend on a number of factors including the amount of material
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released and the buffering capacity of the exposed soil or water. Normal aquatic pHs range from
5109. EPA’s Office of Water recommended water quality criteria for pH are 6.5 to 9 for
freshwater and 6.5 to 8.5 for saltwater. At higher or lower pH aquatic life is expected to be
adversely impacted. In addition, rapid changes in pH can also be detrimental to aquatic life.
Phosphoric acid is not expected to be persistent in the environment. Instead it is expected to
dissoctate, react with organic or inorganic materials, and complex with ionic substrates.

The calcium, potassium, sodium, and zinc salts of phosphoric acid should dissociate in
water resulting it a positively charged (cation) metal in solution. Dissociation is frequently
dependent on pH, with lower (more acidic) pHs resulting in higher levels of dissociation and
greater solubility. Aquatic toxicity of metals varies with the species of metal and its-
concentration. Zinc has recommended freshwater water quality criteria implying it is more toxic.
Metals do not degrade and thus are permanent in the environment. They are likely to dissipate by .
being sequestered in soil, sedirent, and plants, '

Phosphorus containing chemicals are commonly used as fertilizers. They generally
possess relatively low toxicity to terrestrial and aquatic organisms. As nutrients, they can cause
increased plant growth which can be detrimental in aquatic ecosystems causing eutrophication.
Eutrophication occurs when algae blooms die and are degraded by bacteria which drain oxygen
from the water body. With the exception of tricalciurn phosphate, all of these phosphorus
containing chemicals are expected to be highly soluble. Phosphates tend to bind to soil reducing
their tendency to overload aquatic systems. Ultimately, the salts of phosphoric acid are expected
to be taken up and metabolized by plants to form naturally occurring compounds.

16, Cumulative Exposure:

Section 408(b)}(2)(D)(v) requires that, when considering whether to establish, modify, or
revoke a tolerance, the Agency consider "available information™ concerning the cumulative
effects of a particular pesticide chemical's residues and "other substances that have a'common
mechanism of toxicity.” The chemicals considered in this document are structurally related;
however, all of the salts are low toxicity chemicals. Therefore, the resultant risks separately
and/or combined should also be low. EPA does not have, at this time, available data to deternine
whether these pesticide chemicals have a common mechanism of toxicity with other substances
or how to include these pesticide chemicals in a cuamulative risk assessment.

17.  Determination of Safety:

Based on its review and evaluation of the available information, EPA concludes that there
is a reasonable certainty that no harm will result to the general population, and to infants and
children from aggregate exposure to residues of phosphoric acid and its ammonium, sodium,
potassium, calcium, magnesium, and zinc salts. Therefore, the following exemptions from the
requirement of a tolerance are reassessed: In 40 CFR 180.1001 (c) calcium phosphate, disodium
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phosphate, monoammonijum phosphate, phosphoric acid, potassium phosphate, sodium acid
pyrophosphate, sodium hexametaphosphate, sodium tripolyphosphate, tetrasodium
pyrophosphate, tricalcium phosphate, and trisodium phosphate. In 40 CFR 180.1001 (d)
-ammonium polyphosphate, diammonium phosphate, potassium dihydrogen phosphate, sodium
dihydrogen phosphate conforming to 21 CFR 182.6778, tetrapotassium pyrophosphate, and zinc
orthophosphate. In 40 CFR 180.1001 (e} trisodium phosphate.

An exemption from the requirement of a tolerance can be established for magnesium
phosphate given its use as surrogate data.

18.  List Reclassifications:
The following List reclassifications are made or confirmed:

phosphoric acid: List 4B. With the restriction of use as a pH adjuster or buffer
calcium phosphate: List 4B _
magnesium phosphate; List 4B

disodium phosphate: List 4B

monoammonium phosphate; List 4B

phosphoric acid, potassium phosphate: List 4B

sodium acid pyrophosphate: List 4B

sodium hexametaphosphate: List 4B

sodium tripolyphosphate: List 4B

tetrasodium pyrophosphate: List 4B

tricalcium phosphate: List 4B

trisodium phosphate: List 4B

ammonium polyphosphate: List 4B

diammonium phosphate: List 4B

potassium dihydrogen phosphate: List 4B

sodiim dihydrogen phosphate conforming to 21 CFR 182.6778: List 4B
tetrapotassium pyrophosphate: List 4B

zinc orthophosphate: List 4B

The following table lists the various chemical names, CAS Reg. No., and CAS Index
Names that will be used for listing in 40 CFR.180. Note that both the anhydrous and the
hydrated forms are included. The Agency sees no reason to distinguish between these chemicals
given that the only difference is the attachment of the water molecules. '

Chentical Name CAS. Reg. Ne, Chemical Abstacts Index Name

phosphoric acid ' 7664-38-2 Phosphoric acid (7C, 8CL, 9CI)
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Chemlcal Name CAS. Reg. No. Chemical Abstacts Index Name
monoammonium phosphate 7722-76-1 Phosphoric acid, monoammonium salt {(8CI, 9CT)
diarnmonium phosphate 7783-28-0 Phosphoric acid, dizmmonium sait (8CL 9CD
tribasi¢ ammonium phosphate 10361-065-6 Phosphoric acid, triammonium sal (8CL 9CI)
ammonium hypophosphate 54390-90-8 Hypophosphoric acid, ammonium salt (3CI)

(NH42H2P206
ammonium orthophosphate 10124-31-9 Phosphoric acid, ammonium salt (8CJ, 9CI)
(NH4)3PO4 . 3H20
ammonium polyphosphate - 68333-79-9 Polyphosphoric acids, ammoniunal salt.s:‘
calcium phosphate 10103-46-5 Phosphoric acid, calcium salt BCY, 9CI)
calcium dihydrogen phosphaie 1{0331-30-8 Phnsphoric acid, calcium salt (2:1}, monohydrate
monohydrate (8C1, 9C1} : -
monbasic calcium phosphate 7758-23-8 Phosphoric acid, calcjum salt (2:1) (SCI, 9CI)'
dibasic calcium phosphate 7757-93-9 Phosphoric acid, calcium salt {1:1) (8CL, 9CD
tribasic calcium phosphate 7758-87-4 Phosphoric acid, calcium sait (2:3} (8(1:1, oCIh)
calcium hypophosphate Ca2P206] 75499-50-2 Hypophosphoric acid, calcium salt (961) B
2H20 :
calcitm metaphosphate Ca(PO3)2| 13477-39-9 Iv(l:t:.‘lt)aphosphoric acid (HPO3), calcium salt (8CI,
9
calcium pyrophosphate Ca2P207 | 7790-76-3 Diphosphoric acid, calcium salt (1:2) {(5CI
magnesium orthophosphate 10043-83-1 Phosphoric acid, magnesium salt (SCI,;9CI)
Mg3(PO42
magnesium phosphate, dibasic 7757-86-0 Phosphoric acid, magnesium salt (1:1) E(SCI. 9Cl)
magnesium phosphate, morobasic{ 13092-66-5 Phosphoric acid, magnesium sali (2:1}‘1_(8CL aChH
magnesium phosphate, tribasic 77157-87-1 Phosphoric acid, magnesium salt {2:3) (8CI, 9CI)
potassium phosphate 7778-77-0 Phosphoric acid, mohopotassium sait (8CI, oCD)
potassium phosphate 7758-11-4 Phosphoric acid, dipotassium salt (8CI; 9CD)
potassium phosphate 7778-53-2 Phosphoric acid, tripotassium salt (8CL 9CI)
potassium dihydrogen phosphate § 7778-77-0 Phesphoric acid, monopotassium salt (83CL 9CI)
24
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Chemical Name CAS. Reg, No. Chemical Abstacts Index Name
potassium orthophosphate di-H | 89595-41-5 Phosphate, dihydrogen, monopotassium salt (SCI)
KH2PO4
tetrapotassium pyrophosphate 7320-34-5 Diphosphoric acid, tetrapotassium sajt (9C)
sodivm acid pyrophosphate 7758-16-9 Diphosphoric acid, disodiuvm salt (9CI)
sodium dihydrogen phosphate 7558-80-7 Phosphorii: acid, monosodium salt (8CI, 9CEH
sodium hypophosphate Na4P206 | 15537-82-3 Hypophosphoric acid, sodium sait (8C1, 9CI)
.10H20 oo
sadium orthophosphate Na3P04 | 7632.05.5 Phosphoric acid, sodium salt (8CI, QCD
JA2H20 '
sodium pyrophosphate NadP2Q7 | 7722-88-5 Piphosphoric acid, tetrasodium salt (OCI}
disodium phosphate 7558-79-4 Phosphoric acid, disodium salt (8Cl, 9CI)
trisodiumn phosphate 7601-54-9 Phosphoric acid, trisodium sait (8CI, $CIy
zinc orthophosphate 7543-51-3 Phosphoric acid, zin¢ salt (2:3}, tctréhydrate (8C1,

oCI)
zine orthophosphate 7779-90-0 Phosphoric acid, zinc salt (2:3) (8Cl, 9CI)
ammonium polyphosphate 68333-79-9 Polyphosphoric acids, amrmonium salt
tetrapotassinm pyrophosphate 7320-34-5 Diphosphoric acid, tetrapotassium sait (9CI)
sodium acid pyrophosphate 7758-16-9 Diphosphoric acid, disodium salt (9C1)
sodium hexametaphosphate 68915-31-1 Polyphosphoric acids, sodium salts
sodinm hexametaphosphate 10G124-56-8 Metaphosphoric acid {H6PS0O18), hexasodium salt|
(8CI, 9CI) :
sodium tripolyphosphate 7758-29-4 'IH')iphosphoric acid, pentasodium sah {8CI, 9CI}
(c o :
tetrasodium pyrophosphate 7722-8B8-5 D;phosphoric acid, letrasodium salt 9CI)
(¢ :
Attachment:

EFED Review of Mineral Acids (Birchfield; May 7, 2002)
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Petition No.: no

Tolerance Reasgsessments?: yes

INERT INGREDIENT FOCUS GROUP

DECISION DOCUMENT for

Sulfuric Acid and Salts

Chemical Category/Group: mineral acid and salts

Table 1: Use Pattern (pesticidal - inert ingredient)

The following describes the various ways that sulfuric acid and its salts are used.

There is also a tolerance exemption for ferrous sulfate in 40 CFR 180.2.

Chemical Name Inert 40 CFR 180.1001 Inert Use Pattern Current Inert |
PC Code (Pesticidal) List '
sulfuric acid 878001 ) 0.1% of pesticide 3
formmlation;
pH control agen .
ammonium sulfale 805601 <) solid diluem, carzier 4B
ferric sulfate 900332 (©) solid diluent, carrier 4B
magnesiam sulfaze 850503 «©) sold ciilucnt, carrier safenery 4B
potassium sulfate 805603 © _solid diluem, carrier’ 4B :
I i
sodium sulfate 805604 (c)h &) solid diluent, carrier: 4B )
sodium bisulfate 873201 @ acidifying/buffering agént 4B
zinc sulfate (basic and | 889001 (c), (c}, (&) coating agent = 3 i
monchydrate) 911567 solid diluer, carrier
water repellent, dessicant

The tolerance exemption for calcium sulfate (40 CFR 180.1001(e)) was reassessed in the
IIFG Decision Document “Weathered Materials™, dated January 31, 2002, It is classified as List

4A.
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At this time, only sulfuric acid, ferrous sulfate monohydrate, ferric sulfate, sodium
bisulfate, and zinc sulfate are used as active ingredients. There are no longer any EPA-
registered active ingredient uses for any of the other above-listed sulfate salts.

Table 2: Use Pattern (pesticidal - active ingredient)

Chemical Active PC 40 CFR Number of | Active Use Pattern (Pesticidal)

Name, Code Products

sulfuric acid 078001 180.1119 8 used to kill bacteria on potatoes, milkiag
equipment and 1n food processing areas; as a
dessicant

ferrous sulfate i80.2 15 used to kill moss and algae on ornamentals

menchydrate and turf

femric sulfate (34902 none 2 used to kill moss on ornamental lawas and
furf

sodinm 073201 noae 3 used to kill bactesia on poultry , ia toilet

Bbisulfate bowls, and in air treatment

zinc sulfate 527200 none 2 used to Kill moss on wood and other surfaces

monohydrate :

Table 3: Use Pattern (FDA GRAS):

Chemical

GRAS Citation

GRAS Uses

sulfuric acid

21 CFR 184.1095

pH control agent, processing aid

ammonium sulfate

21 CFR 184.1143

dough strengthener, firming agent,
processing aid - :

ferrous sulfate

21 CFR 184.1315

nutrient supplements, processing aid, use
in infant formula

ferric sulfate

21 CFR 184.1307

flavoring agent

magnesium sulfate

21 CFR 184.1443

flavor enhancer, nutrient supplement,
processing aid

potassium sulfate

21 CFR 184.1643

flavoring agent and adjuvant

zinc sulfate

21 CFR 182.8997

{no limitations specified)
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Suifuric acid also has uses in food contact surface sanitizing solutions under 21 CFR

178.1010.

Table 4: Use Pattern (non-pesticidal)

Chemical

Uses

sulfuric acid

used in fertilizers, chemicals, dyes and pigmeats, elchanl, alkylation catalyst, clcctroplaung
baths, iron and steel, rayon and film, industrial explosives, lab reagent, nonferrous metallurgy

amgmonitm sulfate

manufacture of ammonia alum; in the manufacture of hydrogen sulfide to free it from
nitrogen oxides; analytical uses; freezing mixtures; flameproofing fabrics and paper;
manufacture of viscose silk; tanning, galvanizing iron; in fractionation of proteins.

ferric sulfate

preparation of iron alums, other iron salts and pigments; coagulant in water purification and
sewage treatment; aluminum eiching; pickling stainless steel and copper; as mordant in textile
dyeing and calico prnting; soil conditioness; polymerization catalyst.

magaesium sulfate

also known as epsorn salts; as a cathartic and aralgesic in medicine; finishing agent for
textiles; as water-correcting agent in brewing industry; component of fireproofing
cotmpositions, preservatives, tanning & coagulating agents; chemical intermediate for
magnesium trisilicate; component of nickel baths for plating other meiais; catalyst support for
platinum in sulfuric acid production

-powssium sulfate

fertilizer for chloride-sensilive crops (tobacce); accelerator in wallboard (construction
industry); agent in manufaclurc of glass; cathartic in hurnan medicine; water-comective agent
for foods (brewery water); semng expansion control agent for dental malerals

sodium sulfate

tanning; pharmaceuticals; freezing mixiures; laboratory reagent

ziac sulfate

zine sulfate & hydrated lime, 8 1b of each 10 100 gal of water, are used to prepare spray called
zinc-lime which is the zinc equivalent of bordeaux mixt. Ziac-lime is dsed cxtcnswely for '
contrel of bacterial spot disease of peaches.

depressant ia froth flotation, eg, for lead-zinc ores; component of spianing bathin °
manufacturer of rayen, chemical intermediate for manufacture of lithopone (pigment),
carbamate fungicides (zineb), zinc metal, other zinc compounds (ziac stearate); componeat of
zinc plating baths; chemical for water treatment; component of cosmetics (skin fresheners);
reagent for paper bleaching; in manufacter of glue; accelerating agent in dental impression f
material; agent in texiile dyeing and priating; preservative for wood and hldcs. fireproofin g
agent :

It should be noted that potassium sulfate has use as a fertilizer and sulfuric acid is used
in the preparation of fertilizers. Plants need vartous elements (metals and non-metals} for proper
growth, Especially for agricultural crops, plants are supplied these elements as part of Ehemicai-
fertilizers. The most important elements for plant growth are nitrogen, phosphorus, and
potassium. Other metals needed in the soil for plant up-take are calcium, magnesium, iron, and
trace elements such as zinc. Potassium sulfate is intentionally added to growing agricultural
crops as needed to promote plant growth.
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Assessment of Sulfuric Acid and its Salts

Sulfuric acid and its ammonium, sodium, potassium, calcium, magnesium, iron, and zinc
salts are being assessed as a group due to their chemical similarities. Due to its acidic nature the
toxicity of sulfuric acid will be different from those of the more neutral sulfate salts. However,
these sulfate salts all contain the sulfate ion (as either HSO," or $O,? ), and thus share some
common chemistries. A major focus of this assessment is the work previously performed by
FDA in assessing the safety of these chemicals as food additives.

1. Physical/Chemical Properties:

The physical and chemical properties of sulfuric acid and its various salts are described
in the May 7, 2002 EFED Assessment. See attached.

2. Inforimation Sources:

The following information was used in performing this assessment: The available
information consisted of information retrieved from various websites, such as,
. EPA (www.epa.gov),
. NIOSH, (www.cdc.gov/niosh/ipcsneng/nengl 197 himl),

(www.cdc.gov/niosh/ipcsneng/neng0362.html), (www.cdc. goviniosh/74-128.htm])
(www.cdc.gov/niosh/idlh/7664939. htmi)

. TOXNET ( www,toxnet.nlm.nih.gov.)
. NTP (ntp-server.nichs.nih. gov/iNewHomeR oc¢/9RoCFacts.html)
. WHO (wwy.inchem.org/documents/jecfa/iecmono/vQ5je83.htm) and

(www.inchem org/documents/iecfa/iecmono/40abgj43.him)

Various FDA GRAS Assessments were used, as well as, the FAO/WHO Assessment for
sodium sulfate. ; c :

3 NIOSH (National Institute for Occupational Safety and Health) - - .

The NIOSH IDHL (immediately dangerous to life or health) Documentation and the
International Chemical Safety Card for sulfuric acid indicate that it is a colorless, oily, odorless
liquid. The IDHL is 15 mg/m?. The TLV (Threshold Limit Value) is 1 mg/m’® (TWA). Sulfuric
acid reacts violently with water, 1t is corrosive to the skin and the respiratory tract, and on’
ingestion.

'The NIOSH International Chemical Safety Card for magnesium sulfate indicates that a
TLYV has not been established. No effects were noted.




4, Acid Characteristics

An acid is a substance that when dissolved in water yields H" ions. The increase of the
concentration of the H* ions lowers the pH. Mineral acids contain a non-metal such as
phosphorus, nitrogen, sulfur, or chlorine which may or may not be combined with oxygen.
When combined with oxygen, these anions can be referred to as oxyanions. Strong acids are
those acids that when dissolved completely transfer their H" ions to water. Sulfuric acid is an
exarnple of a strong acid. -

5. Cations: Sodium, Potassium, Calcium, Magnesium, Iror, and Zinc

Generally, a salt of a strong acid, such as sulfuric acid, when dissolved in water,
dissociates to yield the sulfate anion (an anion which is negatively charged) and a positively
charged cation. In the human body, these salts tend to dissociate and thus, for the most part,
react in the body as the anion and the cation.

Metals such as calcium, sodium, magnesium, potassium, iron and zinc are reguired for
proper functioning of human biological systems. For risk assessment purposes an important
feature of these metals is that overall the body does have an effective means of processing them.
The primary means of exposure to these cations is ingestion. Four of the most common cations
required for functioning of human biology are: sodium, potassium, calcium and magnesium.
Chermically, sodium and potassium belong to the same chemical family: calcjium and
magnesium belong to a different chemical family.

-Sodium:

The average human body burden of sodium is approximately 20 grams (g) for a 70
kilogram (kg) adult. The sodium cation is necessary for the nerves and muscles to function
properly. It is the principal cation of extracellular fluid, and helps to maintain the body’s water
balance. These electrolytes, the electrically charged 1ons in the body fluids, consist to a great
extent of sodium and potassium. There is no Recommended Dietary Allowance (RDA) for
sodium. .

Potassiurn: SR

The average human body burden of potassium is approximately 140 g for a 70 kg adult.
The potassium cation is important in regulating blood pressure, regulating cellular water content, -
maintaining proper pH balance, and transmission of nerve impulses. It helps to regulate the
electrical activity of the heart and muscles. The potassium RDA is 900 mg/day.

Calcium:

The average human body burden of calcium is approximately 1 kg for a 70 kg adult; or
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1/70th of our weight is calcium. The calcium cation is necessary for bone and teeth formation.
It is also important to the proper functioning of nerves, enzymes, and muscles, and plays a role
in blood clotting and the maintenance of cell membranes. The RDAs for calcium are 1000
mg/day for adults aged 19 to 50 years and 1200 mg/day for individuals older than 50 years.

Magnesium:

The average human body burden of magnesium is approximately 20 g for a 70 kg adult.
. The magnesium cation 18 also used in building bones. It plays a role in releasing energy from
muscles and regulating body temperature. The RDA for magnesium is 310 to 320 mg/day for
adult females and 400 to 420 mg/day for adult males with the RDA increasing with increasing
age.

Two common metal cations that are needed for functioning of human biology, but in
smaller amounts often referred to as trace, are iron and zinc.

Fron:

The human body burden of iron is approximately 4.1 g for a 70 kg adult. Iron functions
as a carrier of oxygen. The hemoglobin molecule in blood transports oxygen from the lungs to
the cells. The myoglobin molecule supplies oxygen to muscle cells. Iron deficiency is
characterized by anemia, stunted growth, fatigue, and lowered resistance to infection. The RDAs
for iron are 10 mg/day [0.14 mg/kg/day for an adult (70 kg) male (25 to 50 years)] and 15
mg/day [0.25 for an adult (60 kg) female (19 to 50 years))]. Pregnant and nursing woman have
increased requirements for iron.

Dietary iron is poorly absorbed. The intestinal mucosa is a limiting factor in iron
absorption. Normal absorption is about 1 mg/day in an adult male, and about 1.4 mg/day in an
adult female. Absorption occurs in the divalent (ferrous) form, which must then be oxidized to
the trivalent (ferric) form for use. Acute toxicity of iron ingested from normal dietary sources
has not been reported. However, death especially in young children has resulted from ingestion
of large overdoses of medicinal iron. {doses ranging from 40 to 1600 mg/kg - average 900 - .
mg/kg). It is noted that the iron from ferric salts is less well absorbed than that from ferrous
saits. '

Zinc:

The average human body burden of zinc is approximately 100 milligram (mg) for a 70
kg adult. The zinc cation is a component of many enzymes and therefore has substantial
involvement in many metabolic processes. It also assists in wound healing, blood formation,
and general growth and maintenance of the body’s tissues. The RDAs for zinc are 15 mg/day
[0.21 mg/kg/day for an adult (70 kg) male] and 12 mg/day [0.2 mg/kg/day for an adult (60 kg)
female]. According to FDA, the average daily intake of zinc from food (including water) was
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0.23 mg/kg/day in the early [980s. Consuming too much zinc (i.e., 10 to 15 times the RDA)
can cause health concerns such as anemia, pancreatic and kidney effects, and certain
developmental effects. Consuming too little zinc can cause loss of appetite , decreased sense of
taste and smell, decreased immune function, slow wound heating, skin sores, and dcvc}opmcntai
effects.

6. Ammoninm Sait; .

Ammonium sulfate dissociates to the negative anion and the positi vely charged
ammonium cation (NH,*). Humans cannot convert atmospheric nitrogen to any form that can be
used as part of any of the various metabolic cycles. Therefore, reduced nitrogen (NH,*) has to
enter the body from an outside source. These sources are the nitrogen-containing amino acids in
protein which are consumed daily as part of the diet. Although the humnan body can produce
some amino acids, ten amino acids are considered “essential” amino acids, i.e., they must be
consumed in the diet.

Generally the body works to maintain a balance of nitrogen intake and nitrogen
excretion. The estimated daily ammonia intake through food and drinking water is 18 mg. In
contrast, 4000 mg of ammonia per day are produced endogenously in the human intestine.

Ammonia and the ammonium ion are integral components of normat human metabolic
processes. Ammonia is released foilowing deammatlon that occurs when protein is used by the
body for energy production. The liver converts ammonia via the urea cycle into urea, According
to FDA in the “Evaluation of the Health Aspects of Certain Ammonium Saits as. Food
Ingredients” (1974), “the normal liver so readily detoxifies ammonium fon from alimentary
sources that blood concentrations of ammonium salts do not rise to the levels necessary to evoke
toxic response.” Approximately 80% of the body’s excess nitrogen is eliminated through the
kidneys as urea, approximately 25 to 30 grams per day.
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7. Toxicological Profile Table

The Agency has not reviewed any of the toxicological studies in the following table for sulfuric acid or any of its salts. The
reviews of these studics were obtained from Toxnet, as well as other government websites.

e

Table 5: Toxicological Profile

Chemical

Toxicity

Other Information

Sulfuric Acid

Solutions of greater than 10% are severely corrosive by all routes of exposure;
Solutions of less than »10% are strong frritants;

EARC: There is suffictent evidence that cccupational exposure to
strong-inorganic-acid mists containing sulfuric acid is carcinogenic;

ATSDR: No significant developmental or reproductive effects in mice or rabbits
exposed to 20 mg/m’ sulfuric acid aerosols 7 hours per day on gestation days 6 to
15

CERCLA Reportable Quantity: greater than
1000 1b (454 kg
1993 US production= §0.3 billion Ibs;

Ammonium Sulfate

13 week oral in rats; doses G, 0.38, 0.75, 1.5, 3.0%; NOEL = 1.5% in males (886
mg/kg/day), 3% in females (1975 mg/kg/day), (HDT)

Ferric Sulfate

Irritant to skin, cyes ‘and mucous membranes;
Excessive iron intake may cause toxicity

o
Primary use i} in waste water {reatment;

Magnesium Sulfate

Cathartic;

Massive doses may cause systemic toxicity primarily loss of fluid and
electrolytes;
Negalive in Ames TA100, TA1535, TA98 with and without activation;

- Negalive in E.cofi with and without activiation;

Lowest published oral toxic dose in humans: 428 mg/kg (m) 351 mg/kg(f); N
Changes in scrum composition (f,m), muscle weakness (f.m), cardiac
atrhythmias (9);

US production 5.7x10'"'g (1985)

G 1
£

Lowest published lethal dose in rats after oral exposufc Sgikg
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Potassium Sulfate

Saline cathartic;
Systemic toxicity unlikely unless massive doses consumed;
Toxicity results from excessive loss of fiuid and electrolytes.

1985 US production 2x10"g;
EPA Drinking Water standard: 250,000 ug/L.
sulfate iont

Sodium Sulfate

Mouse oral LDy = 5989mp/kg:

Non-toxi¢ and oon-irritating to skin and mucous membraoes;

Saline cathartic; systernic toxicity unlikely unless massive doses consumed;
Taxicity results from excessive loss of fluid and efectrolytes;

Negative in cell transformation {viral enhanced) in Syrian hamster embryo
{SAT/SHE} cells;

Positive in Saccharemyces cerevisiae reverse gene mutation assay

1993 135S production 1.44billton 1b;
EPA Drinking Water standard: 250,000 ug/l.
sulfate ion

Zinc Sulfate

Irritating to skin, eyes and mucous membzanes;

UJse as an emetic may result in hemolytic and renal toxicity;

Ames negative in TA97, TA102 with and without activation with 5-9;
Negative in Cell transformation with Syrian hamster embryo cells;
Negative in Saccharomyces cerevisiae.

Regulated by Clean Water Act; subject to
effluent regulations: EPA DW 5000ug/L. ;
US production 3.5x10'%g (1985)
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8. OPP REDs (Reregistration Eligibility Decision Document)

Mineral Acid RED

The following information on the acute toxicity of sulfuric acid was extracted from the
1993 Mineral Acid RED: The oral LDy, is 350 mg/kg, toxicity category II. The dermal LDy, is
> 2000 mg/kg, toxicity category IIL Sulfuric acid is toxicity category I for eye and dermal
irritation. No other toxicological data were required based on the use patterns at the time of the
issuance of the RED and the corrosiveness shown in the acute studies for dgymal and eye
irritation.

There was also information on the acute toxicity of sodium bisulfate in the 1993 RED:
The oral LD, is 3000 mg/kg, toxicity category IIl. The dermal LD, is > 10,000 mg/kg, toxicity
category III. Sodium bisulfate is toxicity category I for eye irritation, and toxicity category IV for
dermal irritation.  No other toxicological data were required based on the use patterns at the
time of the issuance of the RED and the fact that it forms ubiquitous metabolic products, sodium
and sulfate, that are of little toxicological concern.

Tron Salts RED

The Iron Salts RED (1993) contains toxicity information on ferric sulfate, ferrous sulfate
monohydrate, and ferrous sulfate heptahydrate. The ferric sulfate oral LDy, is 1487 to 2101
mg/kg, toxicity category Ill. The dermal LD, is > 2000 mg/kg, toxicity category L The
inhalation L.Cs,is > 1.1 mg/L, toxicity category Il Ferric sulfate is toxicity category I for eye
irritation and toxicity category IV for dermal irritation. For ferrous sulfate heptahydrate the LDy,
is 1520 mg/kg. A sensitization study with ferric and ferrous sulfate found ne indication of
contact sensitization by this compound.

According to the RED, a “mutagenicity study in E. coli reported positive results at 30
umol/L. With due regard for the continuing exposure that human beings have had to the iron
and sulfate components of these chemicals over many generation, it is considered unlikely that
this reported result in microorganisms has any bearing on probable effects in humans or other
mammals at the levels expected from use of these compounds as pesticides.”

Zinc Salts RED

The following information on the acute toxicity of zinc sulfate was extracted from the
1992 Zinc Salts RED: The oral LDy, is > 2949 mg/kg, toxicity category Il Zinc sulfate acid is
classified as toxicity category I for eye irritation based on one study in which “severe irritation
was found when 0.09 g of 99% zinc sulfate was applied to rabbit eyes. In another study, the
application of 420 ug zinc sulfate to the rabbit eye found moderate irritation.” Zinc sulfate is
toxicity category IV for dermal irritation (very slight irritation).
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iIn a chronic study, “zinc sulfate caused hematological changes in rats and dogs fed about
100 ppm in the diet. ... In another report, mice given up to 5000 ppm of zinc as zinc suifate in
drinking water showed no evidence of carcinogenicity and no differences between treated and
control groups.”

“When rats were given 333 mg/kg zinc sulfate orally on days 1-18 of pregnancy, there
was post-implantation mortality. Teratologic studies with oral zinc sulfate in three species of
animals were negative for effects on pregnancy, maternal or fetal survival, or abnormalities. In
these studies mice were given up to 30 mg/kg/day for days 6-15 of gestation, rats were given up
to 42.5 mg/kg/day for days 6-15 of gestation, and hamsters were given up to 88 mg/kg}day for
days 6-10 of gestation.

According to the RED, “[plositive results have been seen with zinc sulfate in some
studics, including a Drosophila melanogaster sex chromosome assay with an oral 5 mmol/L.
dose and a mutation assay with Saccharomyces cerevisiae at 100 mmol/L. DNA inhibition was
seen in human Hela cells at 1 umol/L/4 hours and oncogenic transformation occurred at 200
umol/L with hamster embryo.” ‘

It was concluded that: "“Although some positive mutagenicity studies have been reported,
there is no indication of mutagenic effects in normal living organisms from everyday exposure.
Living organisms have long been exposed to the components of zinc [sulfate] without such
exposure being attributed to mutagenicity.”

9, FDA GRAS (Generally Recognized As Safe) Assessments

Ammonjum Suifate

In the FDA Assessment titled “Evaluation of the Health Aspects of Certain Ammonium
Salts as Food Ingredients” {1974), the following general conclusion on ammontum compounds
was reached:

“Ammonia and ammonium ion are integral components of normal metabolic
processes and play an essential role in the physiology of man. Although there
have been no significant feeding studies specifically designed to ascertain the
safety threshold of ammonium compounds as food ingredients, numerous
metabolic studies have been reported in the scientific literature. Exirapolation of
these findings to the concentrations of ammonium compounds normally present
in foods does not suggest that there would be untoward effects at such levels.”

Ammonium sulfate was evaluated in the “FDA Assessment titled Evaluation of the
Health Aspects of Sulfuric Acid and Sulfates as Food Ingredients.” (1975) Ammonium sulfate
has been used in food in the US since 1957, For infants (0 to 23 months) the average daily
intake of ammonium sulfate in 1975 ranged from 0.53 to 2.58 mg/kg. For adults, it was 1.01
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mg/kg,

Magnesium Sulfate

The FDA Assessment is titled "Evaluation of the Health Aspects of Magnesium Salts as
Food Ingredients” (1976). Magnesium is (1) a dietary essential, (2) involved in many metabolic
reactions, (3) important in electrolyte balance, and (4) present in fruits, vegetables, grains, milk,
meat and fish. There are no chronic toxicity data. The “status of magnesium as a ubiquitous
and essential dietary ingredient for the maintenance of homeostatic and bioenergetic
mechanisms leads to the opinion that none of the available evidence suggests any probable
hazard when any of the GRAS compounds of magnesium is used as a food ingredient.” It was
concluded that there was no available information on magnesium sulfate that "demonstrates, or
suggests reasonable grounds to suspect, a hazard to the public when they are used at levels that
are now current and in the manner now practiced, or which might reasonably be expected in the
futare.”

Potassium and Sodium Sulfate

The FDA Assessment js titled "Evaluation of the Health Aspects of Sulfuric Acid and
Sulfates as Food Ingredients.” (1975). For infants (0 to 23 months) the average daily intake of
potassium sulfate in 1975 ranged from 0.05 to 0.49 mgfkg. For adults, it was 0.17 mg/kg. No
information was given for sodium sulfate.

Sulfates are present in many foods. Several amino acids contain sulfur. “Sulfates are not
rapidly absorbed from the gastrointestinal tract.” In a metabolism studies in rats, mice and dogs,
it was observed that most sulfate (in rats greater than 80% ) was excreted in 24 hours, most of it
in the urine. ' '

"Sulfates are natural constituents of foods and normal products of sulfur
metabolism in animals.....it is evident that the toxic manifestations following oral
administration of the sulfates considered in this report appear only at levels that
are many times greater than those to which man is exposed in his daily diet.” It
was concluded that: “There is no evidence in the available information on sulfuric
acid, and on ammonium, calcium, potassivm, and sodium sulfates that
demounstrates, or suggests reasonable grounds to suspect, a hazard to the public |
when they are used at levels that are now current or that might reasonably be
expected in future.”

Zinc Sulfate
In the "GRAS (Generally Recognized As Safe) Food Ingredients - Zinc Salts” document

(1972), the available information related to the safety of zinc sulfate ag a food ingredient is
summarized. However, the document offered no conclusions,

12
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10. FAO/WHO Expert Committee on Food Additives

WHO performed an assessment on sodium sulfate in 2000. This assessment references
an evaluation of the sulfate ion at the twenty-ninth meeting (Annex 1, reference 70). At that
time an ADI of “not specified” was established based on the fact that “sulfate is a natural
constituent of food and is a product of sulfur metabolism in animals.” Sodium sulfate was not
inclhided in that ADI: at the time, there was no information to indicate the sodium sulfate was
being used as a food-grade material.

Various studies were described including those on renal clearance and laxative trials in-
humans, and long-term and developmental studies in mice. It was concluded:

“,..that the results of the published studies in experimental animals do not raise
concern about the toxicity of sodium suifate. The compound has a laxative
action, which is the basis for its clipical use. The minor adverse effects reported
after use of ingested purgative preparations containing sodium suifate may not be
due to the sodium sulfate itself.

In the absence of any evidence of toxicity, the Committee allocated a temporary
ADI "not specified’.....The ADI was made temporary because no information was
available on the functional effect and actual uses of sodium sulfate in foods.”

11, Human Health Hazard Characterization:

Sulfuric acid in its concentrated form is highly corrosive. Due to this property toxicity
testing can only be performed on dilute concentrations or on neutralized forms of the acid such
as a salt. The consequences of acute exposure to sulfuric acid are well-understood.
“Concentrated sulfuric acid has an extremely irritant, corrosive, and destructive action on all
living matter including human tissues, not by virtue of its acidity (in concentrated form it is only
slightly ionized) but because of its affinity for water. The affinity is so strong that it will remove
the elements of water from even anhydrous organic matter such as carbohydrates, resulting in
charring or carbonization with the liberation of heat. In sulfuric acid splashing accidents, the
heat liberated by dilution of the concentrated acid with water used to flush the affected areas,
can add thertsal bumm to chemical injury of the body,” Thus sulfuric acid “can bum and char the
skin. It is even more rapidly injurious to the mucous membranes, and exceedingly dangerous to
the eyes. Dilute sulfuric acid, while it does not possess this charring property, irritates the skin
and mucous membranes by virtue of its acidity and can cause dermatitis.”

Exposure to a mist of sulfuric acid can cause irritant effects on the mucous membranes

and chermnical corrosive effects upon the teeth. Strong inorganic acid mists containing sulfunc
acid are listed as known human carcinogens.
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Exposure to sulfuric acid in pesticide products as an inert ingredient would be in the role
of a pH adjuster, that s, a liquid form, not a mist. This is indicative of the use of small amounts
of suifuric acid that are incorporated in a pesticide product to lower the pH . After the pH
adjustment is performed, the sulfuric acid would be neutralized. As an active ingredient sulfuric
acid is subject to FIFRA registration requirements and various labeling language as specified in
the RED (Reregistration Eligibility Decision). Sulfuric acid must be used and applied according
to good manufacturing or good agricultural practices. However, there are no significant adverse
effects, to the general public or any population subgroup from consumption of residues of
sulfuric acid resulting from such uses.

As a group these salts of sulfuric acid constitute a group of chemicals with many uses
including direct use in the food supply. The available toxicity data indicates that the humait
body metabolizes sulfate, ammonium, calcium, iron, magnesium, potassium, sodium and zinc
ions through well-understood pathways. In fact, all are necessary human nutrients. Various
salts of sulfuric acid have been used in the food supply for a number of years. There are no
available data to indicate any significant adverse effects to the general public or any population
subgroup from consumption of residues of the ammonium, calcium, iron, magnesium,
potassium, sedium, and zinc salts of sulfuric acid resulting from pesticide product uses.

Given the long history of safe use, the available toxicity data, an understanding of the
human body’s ability to metabolize these chemicals, and the evaluations by FDA and WHO, the
IIFG believes that ammonium, sodium, potassium, magnesium, calcium, iron, and zinc sulfate
salts are of low oral toxicity.

12.  Type of Risk Assessment/Risk Characterization:

The toxicity of these chemicals derives from the irritation and caustic effects; therefore, a
qualitative assessment for all pathways of human exposure (food, drinking water, and N
residential) is appropriate. ‘

Given the widespread occurrence of sulfuric acid and its salts in the existing food supply,
the amounts that can be applied to food as a result of a use in a pesticide product would not be
expected to significantly increase the existing amounts in the food supply. There is no available
information on any of the salts of sulfuric acid considered in this document indicative of a
human health hazard resulting from the EPA-regulated uses as well as the FDA GRAS uses to
the general public or any population subgroup. No additional information is needed to assess
their safety.

13.  Sensitivity of Infants and Children:

Due to its acidic nature, its corrosive potential, there is high acute toxicity for sulfuric
acid, Sulfuric acid must be used in pesticide products according to good manufacturing or good
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agricultural practices. The ammonium, sodium, potassium, magnesium, calcium, iron, and zinc
salts of sulfuric acid have low toxic potential. At this time, there is no concern for potential
sensitivity to infants and children. A safety factor analysis has not been used to assess the risk.
For the same reasons the additional tenfold safety factor is unnecessary.

14. Environmental Fate and Ecotoxicity Assessment/Characterization:

In general, the constituents of the mineral acids, such as sulfuric acid, are commonly
found in soil and water in the environment suggesting that releasing low levels of these
chemicals would not normally be expected to adversely effect wildlife or water resources. Large
releases may adversely affect wildlife and water resources either directly or indirectly. Direct
effects may result from exceeding toxicity thresholds of specific chemicals. Indirect effects may
be manifested through disrupting ecosystems through altering pH or increasing availability of
algal nutrients.

Sulfuric acid is a strong acid. The magnitude of the pH changes, and thus the magnitude
of effects, would depend on a number of factors including the amount of material released and
the buffering capacity of the exposed soil or water. Normal aquatic pHs range from 5 to 9.
EPA’s Office of Water recominended water quality criteria for pH are 6.5 to 9 for freshwater and
6.5 to 8.5 for saltwater. At higher or lower pH aquatic life is expected to be adversely impacted.
In addition, rapid changes in pH can also be detrimental to aquatic life. Sulfuric acid is not
expected to be persistent in the environment. Instead it is expected to dissociate, react with.
organic or inorganic materials, and complex with jonic substrates.

"The magnesium, sodium, potassium, iron, and zinc salts of sulfuric acid should
dissociate in water resulting in a positively charged (cation) metal in solution. Dissociation is
frequently dependent on pH, with lower (more acidic) pHs resulting in higher levels of
dissociation and greater solubility. Aquatic toxicity of metals varies with the species of metal
and its concentration. EPA’s freshwater water quality criteria for iron is 1 ppm implying
relatively low toxicity. Zinc has recommended criteria implying these metals are more toxic.
Metals do not degrade and thus are permanent in the environrnent. They are likely to dissipate
by being sequestered in soil, sediment, and plants. '

15. Cumulative Exposure:

‘Section 408(b)(2)(D)(v) requires that, when con sidering whether to establish, modify, or
revoke a tolerance, the Agency consider “avajlable information” concerning the cumulative
effects of a particular pesticide chemical's residues and "other substances that have a common
mechanism of toxicity.” The chemicals considered i this document are structurally related;
however, all of the salts are low toxicity chemicals. Therefore, the resultant risks separately
and/or combined should also be low. EPA does not have, at this time, available data to
determine whether these pesticide chemicals have a common mechanism of toxicity with other
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substances or how to include these pesticide chemicals in a cumulative risk assessment.

16.  Determination of Safety:

Based on its review and evaluation of the available information, EPA concludes that
there is a reasonable certainty that no harm will result to the general population, and to infants

and children from aggregate exposure to residues of sulfuric acid and its ammonium, sodium,

potassium, calcium, magnesium, iron, and zinc salts, Therefore, the following exemptions from
the reqguirement of a tolerance are reassessed: In 40 CFR 180.2 ferrous sulfate. In 40 CFR

180.1601 (¢) ammonium sulfate, ferric sulfate, magnesium sulfate, potassium sulfate, sodium

sulfate, sulfuric acid, zinc sulfate (basic and monohydrate), and zinc sulfate (basic and
monohydrate}. In 40 CFR 180.1001 (d) sodium bisulfate. In 40 CFR 180.1001 (e} sodium
sulfate and zinc sulfate (basic and monohydrate). Also sulfuric acid in 40 CFR 180.1019.

17. List Reclassifications:

The following List reclassifications are made or confirmed:

Sulfuric acid: List 4B. With the restriction of use as a pH control agent; current limitation

remains in place
Ammonium sulfate: List 48
Ferrous sulfate: List 4B
Ferric sulfate: List 4B

Magnesium sulfate: List 44, given its neutral pH in solution
Potassium sulfate: List 4A, given its neutral pH in solution
Sodium sulfate: List 4A, given its neutral pH in solution

Sodium bisulfate: List 4B, given its acidic nature, similar to thatof sulfuric acid -

Zinc sulfate: List 4B

The following table lists the various chemical names, CAS Reg. No., and CAS Index .

Names that will be used for listing in 40 CFR.180. Note that both the anhydrous and the
hydrated forms are included. The Agency sees no reason to distinguish between these chemicals
given that the only difference is the attachment of the water molecules..

Chemical Abstacts Index Name

Chemical Name CAS. Reg. No.
Sulfuric acid 7664-93.9 Sulfuric acid (8CI, 9CI)
Ammonium sulfate 7783-20-2 $ulfuric acid dismmonium salt (8CI, 9CT)
Ammonium bisulfate 7803-63-6 Sulfuric acid, monoammonjum salt (8CI,
9CI)
Calcium sulfate 7778-18-9 Suifuric acid, caleium salt {{:1} (8CL, 9Ch
16
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Chemical Name CAS, Reg. No. Chemical Abstacts Index Name

Calcium sulfate Y2 hydrate 10034-76-1 Sulfuric acid, calcium salt, hydrate (2:2:1)

{CaS04 . 1/2H20) OCn

Calcium sulfate dihydrate 10101-41-4 Sulfuric acid, caleium sait (1:1}, dihydrate

{CaS0O4 . 2H20} (8Cl, 9CI) . _

Ferric sulfate 10028-22-5 Sulfuric acid, iron(3+} salt (3:2) (8C],
9Cn

Iron(II) sulfate 7720-78-7 Sulfuric acid, iron{2+) salt {1:1) (8C{,
9Ch -

Iron{ID) sulfate dihydrate 10028-21-4 Sulfuric acid, iron(2+) salt (1:1}, dihydrate|
(9C1}

Fron (1T} sulfate heptahydrate T782-63-0 Suifuric acid, iron(2+) salt {1:1},

{FeS04 . TH20) heptahydrate (8CI, 9CI}

Fron () sulfate pentahydrate 13450-80-1 Sulfugic acid, iron{2+) salt (1:1),

{FeSO4 . 5H20) pentahydrate (8CI, 9CI)

Iron (TI) sulfate tetrahydrate 20908.72-9 Sulfuric acid, iron(2+) salt (.1: 1)

{FeS0O4 . 4H20) tetrahydrate (3CI, 9CD)

Iron (1) sulfate ennahydrate 73248-92-7 Sulfuric acid, iron(2+} salt (1:1),

{FeS04 . 9H20) , nonahiydrate (9CI)

Magnesiumn sulfate 7487-88-9 Sulfuric acid magnesiogm salt (1:1) (8CI,
aCl}

Magnesium sulfate heptahydrate 10034-99-8 Sulfuric acid magnesium salt (1:1),

{epsom sait} heptahydrate (8CI, 9CI} '

{MgSC4 . TH20)

Magnesium sulfate monohydrate 14168-73-1 Sulfuric acid magﬁesi uim sait (1:1},

{MgS04 . H20) monohydrate (8CI, 9CI})

Potassium pyrosulfate 7790-62-7 Disulfuric acid, dipotassium salt (9CI)

{K25207) ’ L 7 :

Potassium hydrogen sulfate 7646-93.7 Sulfuric acid, morfopotassium salt (8CI,

(KHS04) 9CD ' o

Potassinm sulfate 7778-80-5 Sulfuric acid dipotassium salt (8CE, 9CI)

Sodium sulfate 7757-82-6 Sulfuric acid disodium salt (8CI, 9CI)

Sodium sulfate decahydrate 7727-73-3 Sulfuric acid disoc]ium salt, decahydrate

{Na2804 10420} (8C1, 9CD '

Sodium sulfate heptahydrate 13472-39-4 Sulfuric acid disodiumn salt, heptahydrate

{Na2804 .7TH20} (8C1, 9CD

17
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Chemical Name CAS. Reg. No. Chemical Abstacts Index Name
Sodium pyrosulfate 13870-29-6 Disuifuric acid, disodium sali (9CE)
{Na28207)}
Sodium sulfate hydrogen monchydrate ) 10034-88-5 Suifuric acid, monosodium salt,
{NaHSC4 H20)} monchydrate (8CI, 9CI}
Sodium bisuifaie 7681-38-1 Sulfuric acid, monosodium salt (8CI, 9CI}
Zinc sulfate (basic and monchydrate) 68813-94-3 Sulfuric acid, zinc sali, basic (9CT)
7446-19-7 Sulfuric acid, zinc sali (1;1), menohydrare
(8CL, ¢CD
Zing sulfate 7733-02-0 Sulfuric acid, zine salt (1:1 (BCE, 9CH
Zinc sulfate heptahydrate 7446-20-0 Sulfuric acid, zine salt (1:1}, heptahydrate
{ZnS04 . TH20) (8CI, oCD)
Zinc sulfate hexahydrate 13986-24-8 Sulfuric acid, zinc salt (1:1), hexahydrate

(8CL, 9CI)

Attachment:

EFED Review of Mineral Acids (Birchfield; May 7, 2002)
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1706-EUN
lan Blackwell to: jmann
Cc: 'I_'_r_a_cy Lant;___

To: Juli Mann
Steptoe & Johnson

From: lan Blackwell
Us EPA/AD

Dear Juli,

02/04/2011 03:53 PM

| have begun work on your acute toxicity submission for 1706-ELN ([X3856986). You cite two
documents that | cannot locale. Can you forward copies or internet links of these to me please?

e [EPA-HQ-OPP-2009-1005-0003
e [EPA-HQ-OPP-2002-0162-170

Thank You,

lan Blackwell

Chemistry and Toxicology Team

Product Science Branch

Antimicrobials Division (7510P)

Office of Pesticide Programs

Cffice of Chemical Safety and Pellution Prevention (OCSPP)
U.S. Environmental Protection Agency

2777 S. Crystal Drive

Arlington, VA 22202

205



A\
AN L0

Fw: Ashland inc. Additional Comments Regarding Registration Applications

for Chlorourea Biocide
Dennis Edwards, Chris Kaczmarek,

. Melba Marrow, Tracy Lamz, Tim ]

' McMahon, Nader Elkagsabany, Philip ~ 02/03/201105:25PM
Ross

Joan Harrigan-Farrglly 1o

e, Jennifer Mclain

R g RTINS B RS T £ R e

Can you helieve #17?
----- Forwarded by Joan Harrigan-Farreliy/DC/AUSEPA/US on 02/03/2011 05:02 PM —-mn

From; "Karen M. Hansen" <KHansen@bdlaw.com>
To: Joan Harrigan-Farrelly/DC/USEPA/US@ERPA
Ce: Steven Bradbury/DC/USEPA/US@EPA, Philip Ross/DC/USERPA/US@EPA, Rosernarie
Kelley/DC/USERPALIS@EPA, Kim Wilsor/DC/USERA/US@EPA
Date: 02/03/2011 03:38 PM
Subject: Ashland Inc, Additional Comments Regarding Registration Applications for Chlorourea Biocide
Dear Joan,

Attached please find further comments on the recent data submissions made by Nalco regarding its two
unregistered biocides. The attached letter also requests that the Agency initiate its public transparency
process with respect to the unregistered urea products. As Ashland has discussed with EPA, urea, when
chemically reacted with sodium hypochlorite, generates the active ingredient chlorourea. Chlorourea has
never been registered by EPA as a pesticide and has no known toxicological data. Data on urea will not
address the unknown and unique risk issues associated with chlorourea, For these and other reasons,
the Agency should follow its policy on providing for meaningful stages of public review and comment for
these registration applications.

Ashland appreciates your prompt consideration of these comments and its request. We also remain
interested in meeting with you as set forth in our letter dated January 19, 2011,

Thank you, and please let me know if you have any questions at this time.
Best regards,
Karen

Karen M. Hansen, Esq.
Beverdge & Diamond, PC
1350 | Street, NW, Suite 700
Washington, B.C. 20005
{202)-789-6056 Direct

{202) 789-6120 Fax
khansen@bdlaw.com

www. bdlaw.com

CONFIDENTIALITY STATEMENT: This electronic message contains information from the law firm of
Beveridge & Diamond, P.C. that is privileged and confidential. The information is inlended solely for the
use of the individual{s) or entity(ies) named above. If you are not the intended recipient, be aware that any
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disclosure, copying, distribution or use of the contents of this message is prohibited. If you have received
this e-mail in error, please nolify us immediately at (202} 789-6000 or by e-mail reply and then immediately
delete this message. Thank you.

2011-02-03 to DPF re Naloo Data Submissions.paf
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BEVERIDGE .
& DIAMOND e

Karen M, Honsen

1350 | Sireet, N.W.

Suite 700

Washinglor, D.C. 200053311
Olrech: {202} 789-6054

Fax: (202) 789-4190
khansen@bdlow.com

February 3, 2011

VIA ELECTRONIC MAIL

Joan Harrigan-Farrelly

Director, Antimicrobials Division

Office of Pesticide Programs

U.S. Environmental Protection Agency
2777 South Crystal Dr., One Potomac Yard
Arlington, Virginia 22202

Re:  Nalco Applications to Register Ammonium and Urea Biocides
Submitted On or Around December 23, 2010

Dear Ms. Harrigan-Farrelly:

I am writing on behalf of Ashland Inc, following the recent publication by the National
Pesticide Information Retrieval System (“NPIRS”) of limited public information in connection
with the contents of applications submitted to EPA on or around December 23, 2010 in support
of the registration of three new Nalco pesticide products (“606135,” “60620,” and “60630”).
While complete information about Nalco’s application packages is not yet publicly available,
even a brief review of the NPIRS information reveals a number of apparent deficiencies in
Nalco’s data packages that reinforce Ashland’s concemns first identified in our January 19, 201]
comments to EPA. In addition, and as we have commented to EPA previously, there is very
little published and peer-reviewed scientific information about the possible effects of Nalco’s in-
situ generated chlorourea biocide on hunian health and the environment. This fact, along with
Naleo’s unilateral decision several years ago'te introduce this unknown chemistry to the public
without EPA review, highlights the need for EPA to follow its guidelines for transparency in
pesticide regulation by making appropriate information about Nalco’s applications available to
the public for review and conunent before EPA makes a final decision about wliether and under
what terms and conditions to approve the registration of Nalco’s unregistered biocides.

Washingion, D.C. Marylond MNew Yark Massachusells New Jersay Texas Caliternia
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Joan Harrigan-Farrelly
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Page 2

A. EPA Should Provide a Meaningful Opportunity for Public Review and
Comment In Connection With Nalco’s Applications for the First-Ever Pesticidal

Use of Chlorourea,

Nalco’s pending application to register urea represents precisely the type of pesticide
registration action for which the Agency has recently committed itself to reviewing with more
open and thorough public 1:}'cu'ti01'p::1tion.I Although urea by itself may not be a “new” active
ingredient and its pesticidal activity may be relatively understood, urea is not the active biocide
involved with Nalco’s product. Therefore, existing information on urea is essentially irrelevant
to EPA’s required review of the actual active ingredient in this product, chlorourea. In
particular, the chemical reaction of Nalco’s urea products with sodium hypochlorite generates a
new and distinct active biocide, chlorourea. See, ¢.g., Nalco Patent Application for “60615”
dated Aug, 2, 2007 at Para. 0028 {stating that “the active cliloroureas that remain are more
effective antimicrobials...”).* Chlorourea has never been tested or evaluated by EPA in any
context under FIFRA, No published toxicological data exist for chlorourea, and the open
literature on chlorourea is relatively sparse,

This Jack of data, from a scientific perspective, raises a red flag regarding the
uncertainties associated with applying this chemistry, for both the real-world workplace
exposures and any food-contact scenarios that might be relevant to the use of Nalco’s product.
Moreover, the urea’hypochlorite chemical reaction, if uncontrolled, creates hydrazine, a
dangerous gas. EPA has never before reviewed the intended use of chlorourea as a biocide nor
the controls necessary to prevent creation of hazardous gases with such a use,

In October 2009, OPP expressed its commitment to expanding the openness of the
FIFRA registration process and began implementing a public participation process for certain
registration actions, including applications for new active ingredients, certain first uses, and
“other actions of significant interest.” As EPA has explained, public input can help inform the
risk assessment and risk management processes associated with registration, while aiding in
understanding potential risks and benefits, contributing to meaningful protective measures, and
improving the public dialogue on pesticide registration decisions. Along with publishing notice
of receipt of an application, which EPA should certainly do with respect to Nalco’s two long-
unregistered products, consistent with its new registration transparency policy EPA should also
open a public docket for the active ingredient chlorourea, and provide both an initial 30-day

! See “Public Participation Process for Registration Actions,” dated March 31, 2010 (available online at;
hitp://www.epa.gov/pesticides/regulating/public-participation-process.htrml).

I See also Ashland’s Feb, 16, 2010 Presentation to EPA, al Slide No. 13 (describing the reaclion equil tbrium for
Nalco's urea product); Slide No. 16 (demonstrating that chlorourea is a primary oxidanl species that reacts directly
and nol via reformation of hypochlerite); and Slide No. 18 (demonstrating that chlorourea is the biocidal active in
“60815"),
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comment period and another 30-day comment period when the risk assessment and proposed
decision have been completed and added to the docket.?

We do not know if EPA Is considering Nalco’s application for the registration of urea as
one for a “new active ingredient,” “first food use,” “first outdoor use,” or “first residential use”
that would automatically trigger the Agency’s transparency pelicy. Yet nothing is known about
the toxicological profile of chlorourea, or the potential human and environmental exposures to
this new biocidal chemical (including possible food-contact resulting from chlorourea residues in
treated paper). Accordingly, public participation in the registration process for Nalco’s urea
products should be viewed by the Agency as at least as important as that for an application for a
new active ingredient or any other new use. Public involvement would also be fully consistent
with OPP’s substantial efforts over the past year to ensure public participation as it reviewed
basic regulatory decisions related to Nalco’s unregistered urea and ammonium sulfate products
under FIFRA — most notably through the opening of the public docket on May 19, 2010 and
subsequent extension of that public comment period until September 2, 2010.*

B. Publicly Available Information Regarding Nalco’s Data Submissions Suggest
Serious Deficiencies That Prevent EPA From Proper Review as Required by

FIFRA

Although NPIRS provides only a partial picture of Nalco’s actual data packages
submitted to EPA, the information that is currently publicly available suggests that Nalco’s
submissions do not adequately address even the subset of requirements identified in EPA’s
December 16, 2010 letter, let alone the full range of data requirements applicable to Nalco’s
products as described in Ashland’s January 19, 2011 letter to OPP. We summarize some of the

apparent deficiencies below.

(1) Nalco’s 60615 urea product;

? EPA’s public participation policy is distinct from the Agency’s statutory obligalion under FIFRA 10 publish
notice of receipt of ail of Nalco’s applications to 1he extent thal 1hey each seek 1he registration of new biocidal uses.
As neither urea nor ammonijum sulfale have previously been registersd by EPA for biocidal use under FIFRA,
Nalco’s applications “enlail a changed use pattern™ with respeci to both active ingredienls thal obligate EPA
pursuand to FIFRA Section 3(c}4) to “prompily” publish nolice of Nalco’s applications in the Federal Regislers and
provide 30 days for conment by any interested persons: See alse 40 C.F.R. § 152.102 (slating 1hat EPA will issue a
notice of receipl of each applicalion for regisiration of a prodiict 1hat contains a new active ingredient or1hal
proposes a new use). As of this date, nO such notice appears 10 have been published by EPA in connection wilh any
of Nalco's recent applications relaled Lo ils two unrcgislered biocides,

* See e.g, Email dated July 13, 2010 from M. Morrow {(EPA) to Counsel for Buckman, Askland, and Nalco
{explaining that an exlension to the comiment period was warranted in order lo ensure thal “members of the public
have sufficient time to review all pertinent information regarding the sale, distribution and use of ammonia and urea
forfin the pulp and papet board industry™).
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Notwithstanding the fully unevaluated nature of chlorourea, Nalco’s single substantive
submission in connection with “60615” appears to be limited to a 13-page “EPI SUITE”
screening report (MRID No. 48340707) that was apparently provided to EPA as a substitute for
any actual laboratory data. It is unclear how Nalco’s attempt to use “EPI SUITE” modeling in
this case will fully address the requirements outlined in the Agency’s December 16 letter and set
forth in EPA’s regulations. With a completely unknown active ingredient such as chlorourea,
however, EPA should require the development and submittal of data, and not allow the use of
modeling or waivers that may be appropriate in other circumstances, such as for products
involving thoroughiy reviewed chemistries.

There is no indication in the NPIRS summary that Nalco has submitted an activated
sludge respiration study to determine the potential impacts of chlorourea on microorganisms
found in biological wastewater treatment systems.

Finally, while the specific purpose of Nalco’s 14-page “discussion of residue issues” is
not obvious from the NPIRS summary, the pre-registration requirement is to obtain a formal
food contact substance notification for chlorourea from FDA.

(2) Nalco’s 60620 ammonium sulfate product:

Nalco’s five-page acute toxicity submission prepared by Steptoe & Johnson (MRID No.
48340805) is unlikely to represent the six separate toxicity studies on the active ingredient and
proposed product required by EPA in its December 16 letter.

Moreover, although Nalco appears to have submitted the three acute ecotoxicity studies
(MRID Nos. 43840806, -807 and -809) identified by EPA, itis not clear from NPIRS whether
the aquatlc and fish toxicity data were conducted, as they must be using chloramine (rather than
ammonium sulfate) as the test substance.

Finally, Nalco does not appear to have submitted any of the three mutagenicity battery
studies required in EPA’s letter.

(3) Nalco’s 60630 urea product:

Naleo’s “60630” product appears in NPIRS to be supported only by product chemistry
data at this time, It is unclear what, if any, connection this application may have to Nalco’s
60620 urea product. However, the “60630” product also must independently meet all of
FIFRA’s data requirements for urea bjocides.
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Page 5

Thank you for your prompt attention to these comments and our request for EPA to
confirm that 1t will follow the Agency’s transparency policy in conducting the FIFRA review of
Nalco’s chlorourea biocide. Please contact me if you have questions or would like to discuss any
aspect of this letter,

Sincerely,

oo Mt

Karen M. Hansen

ce: 8. Bradbury, Ph.D. (OPP)
R. Kelly (OECA)
K. Wilson (OECA})
P, Ross (OGC)
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Agenda for new Al scoping meeting on Tuesday: Ammonium Sulfate and
Urea

David Bays, Dennis Edwards, Earl Goad, {an
Blackwell, Karen Hicks, Melba Morrow, Nader
Etkassabany, Najm Shamim, Nathan Mottl, Steve
Mallsh Trmothy Dole, Velma Noble

Tracy Lantz o 01/31/2011 10;20 PM

Attached below is the agenda for our meeting on Tuesday from 3-4 PM in room 8671.
If you are teleworking tomorrow, please call in: 866 299 3188 code: [ EENEGEGEG-

I've already heard from Naim and Karen who will call in should there be freezing rain.
Dennis will be in the office no matter what the weather.

Cik

Agendalor 020111 Nalce snoping mtg.doc

If T am not in the office tomorrow, you may reach me by e-mail (epa address) or phone prior to

the mecting ()
Thanks

/
Aaxa Géfwg

Tracy Lantz

Regulatory Team 31

Antimicroblals Division

U. 8. Environmental Protection Agency
Pligne: (703) 308-6445

FAX: {703) 308-8481
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NALCO
Report No. N2010-Res, page |

Study Title

Nalco 60620 and Nalco 60615
Discussion of Residue Issues That May
Occur in Pulp and Paperboard

Data Reguirement

None

Author

Devon Wm. Hill

Submitter

Nalco Company
1601 West Diehl
Naperville, IL 60563

Report Completion Date
December 23, 2010

Repert Number
N2010-Res

Total pages: 14
Study Report: 4
Confidential Appendix: 10
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NALCO
N . . Report No. N20t0-Res, page 2

o Statement of Data Confldentiality

Information claimed confidential on the basis of its falling within the scope of FIFRA § 10{d){i)(A),
(B), or (C) has been removed to 2 confidential appendix and is cited by cross-reference in the body of
the study.

Company: Nalco Company
Submitter Name: Linda J. Fane
Nalco Company

Signed: %MM &Q . M&ﬁm

Date:
1223/ 2010
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NALCO
Report No. N2010-Res, page 3

Gaood Laboratory Practices Statemeent

This paper, titled “Nalco 60620 and Nalco'60615: Discussion of Residue Issues That May Occur In

Pulp and Paperboard” is a discussion and presentation of information. No data are being submitted
that are subject to Good Laboratory Practice Standards (40 CFR Part 160).

Submitter: ﬁ@‘m‘_ Date: ';g'jgﬂ,/ /0
Linda Fane !

Nalco Company

218



NALCO
Report No. N2010-Reg, page 4

INTRODUCTION

This discussion of information is subruitted to sypport the registration of Nalco 60620 and Nalco
60615. Information provided is to satisfy the Agency’s request for residue studies to determine
chioramine levels thal may occur in pulp and paperboard.

The information has been removed to the confidential appendix and is cited by CROSS REFERENCE
NUMBER 1, due to the confidentiai nature of the information.
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CA 483407-08
CONFIDENTIAL APPENDIX. NALCO
Report No, N2010-Res, Pagel

CONFIDENTIAL APPENDIX
Study Title

Nalco 60620 and Nalco 60615
Discussion of Residue lssues That May Qceur in Pulp and Paperboard

Bata Requirement

None

Author

Devon Wm. Hill

Submitter

Nalco Company
1601 West Diehl
Naperville, IL 60563

Report Completion Date
December 23, 2010

Renort Number
N20i0-Res

Confidential Appendix: 10
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Page 1 of 1

Replacement page for rainbow trout study
Mann, Fuliana

to:

Tracy Lantz

01/13/2011 12:24 PM

Hide Details

From: "Mann, Juliana" <IMann@steptoe.com>

To: Tracy Lantz/DC/USEPA/US@EPA

1 Attachment

Nalco rainbow trout study pg2.pdf
Tracy;

A corrected page 2 for Nalco's rainbow trout study is attached. There was a problem with the Statement of No
Data Confidentiality that has been corrected.

If you need anything else please let me know. Thank you for your help on this,

Juli

Juli Mann | Paralegal Specialist | Steptoe & Johnson LLP {1330 Connecticut Avenue, NW |
Washington, DC 20036-1795 | Phone: 202-429-3095 | Fax: 202-429-3902 | jmann@steptoe.com

This email may conlain information that is privileged, confidential, or otherwise protected from disclosure, If you have received this email in error, do
not copy, distribute, save or otherwise use, Please notify the sender immediately at imanng@sleptoe.com.
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ATTORNEYS AT LAW

WRITER'S DIRECT DIAL 133G Connecticuc Avenue, NW
2024293095 Washington, DC 20036-1795
imann@steptoe.com Tel 2024293000

Fax 2024293902

steplogcom

January 10, 2011

Via U.S. MAII,

Mr. Dennis Edwards

Antimicrobials Division

U.S. Environmental Protection Agency
One Potornac Yard

2777 South Crystal Drive

Arlington, VA 22202

RE: Request for PRIA Fee Discretionary Refund

OPP Decision Number: D-443828

Product Name; Nalco 60620 (EPA File Symbol: 1706-EUN)

Dear Mr., Edwards:

On behalf of our client, Nalco Company, this is a request for a discretionary refund of the PRIA fee
supporting the above identified pending registration. The assigned PRIA code, A380, carries a fee of
$104,187 and a review time of 24 months.

We believe this fee and review time are not warranted for the following reasons:

1. Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No.
1448-433. That fact is substantiated by statements made by Buckman, registrant of Busan 1215
(attached to this request letter and available at EPA-HQ-OPP-2009-1005-0003 at electronic pages 4 and
7). Nalco believes that the correct identification of the active ingredient is ammonium sulfate, which is

what is used to formulate this product. The Agency’s review of the Buckman products is fully
applicable to Nalco’s product as Buckman identified its products to be essentially identical to Nalco's.

WASHINGTON + NEWYORK « CHICAGO + PHOENIX « (05 ANGELES » CENTURY 7Y o LONDON » I&Rl}SSI?231 BEJING



STEPTOE &JO FINSONe

Mr. Demnis Edwards
January 10, 2011
Page 2

2. Nalco is relying upon existing Agency decisions regarding this compound and its dissociation
products, which have been used to support multiple decisions. In particular, see the tolerance
reassessment for mineral acids and associated salts (EPA-HQ-OPP-2002-0162-170), RED and
registration review decision documents on mineral acids, decisions regarding related compounds such as
ammonium nitrate (inert ingredient for food use), and decisions regarding ammonia and ammonium ion
from similar compounds.

3. FDA determined that ammonium sulfate is a GRAS material when used as a direct food additive.
See 21 CFR 184.1143.

4. The amount of data submitted to support the registration does not warrant a 24-month review
time. In order to satisfy the product specific data requirements, Nalco submitted product chemistry and
is relying on published literature and EPA/OPP assessments to satisfy acute toxicity data requirements.
Nalco is relying on a selective cite-all to satisfy generic data requirements. Nalco submitted four ecotox
studies, (OPPTS Guidelines 850.1010, 850.1075 (bluegill sunfish and rainbow trout), and 850.2100),
and discussion papers on applicator exposure and residue. The submitted data are relatively simple, are
acute studies, and require little time or effort to review. In fact, these are less complicated and shorter
than typical efficacy studies submitted with other types of applications such as those under PRIA Code
A570 (which has a PRIA fee in total of $3474).

The Agency will have little need to review data or conduct extensive assessments but rather will rely
primarily on existing information and prior decisions. In accordance with the fee reduction guidance
information to which you referred us, we believe the following to be the appropriate fee for this
application (percentages are the percent of work by task):

Nonrefundable portion: 25% $26,047
Review of new information 15.5% 516,207
FR Notice 15% $15,628
Total $57,882

Based on the foregoing reasons, Nalco requests a fee reduction from $104,187 to $57,882. This amount
was submitted to the Agency on December 22, 2010 to cover registration fees.

Thank you for your attention to this request. If you have any questions or require any additional
information please contact me at (202) 429-3095, .

Sincerely,

AN

Juli Mann
Paralegal Specialist
Agent for Nalco Company
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BUCKMAN LABORATORIES, INC.’S REPLY TO NALCO COMPANY’S DEC. 4, 2007
REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA

PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT
AND

BUCKMAN LABORATORIES, INC.’S REQUEST THAT EPA IMMEDIATELY
PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA
FOR WATER TREATMENT

Michael Boucher

McKENNA LONG & ALDRIDGELLP
1900 K Street, NW

Washington, D.C. 20006

(202) 496-772%

Counsel to

Buckman Laboratories, Inc.

September 2, 2008

233



TABLE OF CONTENTS

Page

II. Both Nalco and Buckman scll ammonia for use in proprictary systems in which

ammonia and sodium hypochlorite react to form MCA, which is the active

ingredient supplicd by cach system for water treatment. .........ooceeveervinrnneeinne i, 4
III.  Registration of ammonia is necessary, because MCA is too unstable to exist as a

marketable commodity, no EPA-approved sodium hypochlorite label has

instructions for usc with ammeonia to safely produce MCA, and the continued use

of unregistered ammonia to produce MCA presents unnccessary and potentially

unreasonable risks to human health and the environment.........ooveecvrieciiniicnnnn 7
IV.  Ammonia does not sequester or rclease “chlorine” and is not an adjuvant;

ammonia does rcact with sodium hypochlorite to produce an entirely new active

ingredient, MCA, which has distinct properties from hypochlorous acid. ...........ccoveeee 9
V. EPA should promptly deny Nalco’s Petition to revoke Buckman’s ammonia

registrations, because the Agency has properly registered Buckman’s ammonia as

a precursor of MCA for water tréatment. ... 11
V1.  EPA should immediately prohibit further distribution and sale of unregistered

ammonia for water treatment, because the continued sale of unregistered

ammonia to the same customers for, and for the same uses as, Buckman’s

registcred ammeonia presents unnecessary and potentially unreasonable risks to

human health and the environment, contradicts and undermines the Agency’s

proper registration of Buckman’s ammeonia, and unfairly damages the commercial

value of Buckman’s registrations. .........cccoiiiiiii e ececre e e e s 12
VII CONCIUSIOM. . ecireieiecniies et eirtee e erasae e rrc s e ernsasan s e s rtaabsme st s anmneesnnssbnaenn s easaseseareasrrassns 14
EXHIBIT A Food additive petition of the Zentox Corporation to provide for the safe

usc of MCA as an antimicrobial agent in poultry process chiller water
EXHIBIT B Label of Nalcon 60620
EXHIBIT C Nalco Company proposal for OxiPRO microbiological control program
EXHIBIT D Nalco Company slide presentation, “PMm= Biocide Trial Operator
Overview”

EXHIBIT E EPA-registered label of Busan 1215
EXHIBIT F Photograph of Busan 1215 Feed System
EXHIBIT G Line drawing of Busan 1215 Feed System

234



EXHIBIT H
EXHIBIT I
EXHIBIT )
EXHIBIT K
EXHIBIT L

TABLE OF CONTENTS
{continucd)

Process diagram of Busan 1215 Feed System

In the Matter of: South Coast Chemical, Inc.,2 E.ADD. 139, 145 (1986)
EPA-registered labels of Nalco Company’s sodium hypochlorite products
EPA-registered label of Sunny Sol 150

February 2, 2008 letter from Frank Sanders to S8eth Goldberg

-ii-

235



1. Overview

Nalco Company’s (hereinafter, *“Nalco’s”) December 4, 2007 “Request That EPA
Reconsider Ils Regisiration for Ammonia Products as Precursors to Chloramine Used in Water
Treatment and Provide Assurance That There Is No Risk of Enforcement during the
Reconsideration and Any Neccssary Transition Pertod” (hereinafter, “Nalco’s Petition™) is a
tirade against EPA’s rcgistrations of BCMW (EPA Reg. No. 1448-432) and Busan 1215 {(EPA
Reg. No. 1448-433), Buckman Laboratories, Inc.’s (hereinafter, *Buckman’s”) manufacturing-
use and end-use ammonia products, respectively. The violence of Nalco’s protest tacitly
acknowledges Nalco’s need to register its own current end-use ammonia product, Nalcon 60620,
because Nalcon 60620 and Busan 1215 essentially have the same composition, are used by the
same industrial users in the same manner for water disinfection, and are considered
interchangeable products in the marketplace. Nalco’s Petition ignores the unknown and
potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce
monochloramine (heremafler, “MCA™), incluc_ling human health risks from unapproved residues
of MCA in paper uscd for food packaging and toxicity to aquatic organtsms from MCA residues
in industrial waste water.' Not surprisingly, Nalco also ignores the significant and ongoing
damage being done unfairly to the commercial value of Buckman’s ammonia registrations — and
to Buckman’s ability to recoup its investment in such registrations — by Nalco’s ongoing sale of
unregistered ammonia with EPA’s “temporary” permission, which has lengthened to seven

months with no end in sight.

' Coincidentally, we have obtained a pre-publicalion Federal Register notics, attached hereta as Exhibit “A,” which
reports that Zentox Corporalion has petitioned the Food and Drug Administration to use MCA as a food additive,
specifically, “as an antimicrobial agent in poultry process chiller water” (emphasis added), ¢ven though EPA has not
registered MCA or ammeonia for any such use. This food additive petition underscores the urgent need for EPA 10
publicly affirm its jurisdiction over MCA — specifically, to prohibit the further distribution and sale of unregistered
ammonia for any waler treatment use, including poultry processing.

-1-
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To justify the status quo, Nalco olfcrs a scries of increasingly crratic and unfocuscd
arguments. Initially, Nalco allcges that ammonia cannot be registered, because it is not an active
ingredient {(Nalco’s Pctition at 6-7), but later flip-flops and acknowledges that, in fact, EPA can
register a precursor of an active ingredicent, where registration of the active ingredient itself is not
practical {Nalco’s Petition at 9) — exactly as EPA lias done with BCMW and Busan 1215,
because the registration of MCA, itself for water trcatment is imnpractical. Then, Nalco agrecs
that combining ammeonia and sodium hypochlorite produces MCA (Nalco’s Pctition at 4),in a
chemical reaction known since the carly 1900s, but alleges that MCA is not an active ingredient
that is separate from *chlorine” (hypochlorous acid) {Nalco’s Petition at 8-9, 11), even though
the production of MCA is a reaction that is not considered reversible {i.e., once fortned, MCA
does not readily break down into, or otherwise produce, ammonia and hypochlorous
acid/hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active
ingredient with valuable properties that are different from those of hypochlorous acid. Nalco
also plays variations on the foregoing theme, specifically, that ammonia “sequesters” and
releases *chlorine” by a novel chemical process that Nalco never explains {Nalco’s Petition at 4,
6-7, 11-12), and that ammonia is only an adjuvant uscd with *chlorine” and, thus, requires no
registration (Nalco’s Petition at 15), even though ammonia reacts completely with sodium
hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release
hypochlorous acid and does not resemble any adjuvant.

For the foregoing reasons, as articulated and explained in this petition, we respectfully
request pursuant to section 553(e} of the Administrative Procedures Act (5 U.S.C. § 553(¢)) that
EPA deny Nalco’s Petition and immediately prohibit further distribution and sale of unregistered

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs
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nor deserves any additional time. Nalco has had notice of EPA’s policy on the registration of
ammonia for water treatment since the Agency’s registration of Buckman’s ammonia products
ou March 6, 2007, Since then — a period of 18 months — Nalco has found ample time to make
two lengthy and duplicative submissions and one responsive submission to EPA in order to
subvert the Agency’s registration of Buckman’s ammonia products. Neither of Nalco’s original
filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered
registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as
Tuly 15, 2008, the Agency amended Buckman’s registration of Busan 1215 to add a new use
(industrial water systems), which suggests no intent by EPA to grant either of Nalco’s original
requests to revoke Buckman’s ammonia registrations., Accordingly, in addition to filing petitions
with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an
application to register ammonia somctime during the past 18 months. If, as it appears, Nalco has
chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into
allowing Nalco to remain on the market without an ammonia registration and, thereby, to
continue to compete with Buckman unfairly and, specifically, to erode its customer base, the
Agency should not now reward Nalco for its gamesmanship with any additional time to register
ammonia.

In preparing this petition on behalf of Buckman, we consulted with scientists and
regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice
President and Managing Director, and Dr. David Brockman, Director of Environmental
Chemistry. Drs, Stewart and Brookman have reviewed and concur in our technical

representations in this petition.
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I Both Nalco and Buckman sell ammeonia for use in proprietary systems in which

ammonia and sodium hypochlorite react to form MCA, which is the active
ingredient supplied by ecach svstem for water treatment,

Use of either Nalco’s or Buckman’s end-use ammonia product, as labeled, generates the

same main active ingredient, MCA (monochloramine), which is formed by a chemical rcaction

that oceurs at the time of use. The general reaction is as follows:

Figure 1
+ base
HOCKOCT +  NH3/NHg*  ————  NH,Cl —— NHCl, ——= NCl3
Hypoclorous acid/ Ammonia/ Monochloramine  Dichloramine Nitrogen
hypochlorite ion ammonium ion frichloride

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and

nitrogen trichloride alse may occur.

The nominal active ingredient in Nalco’s end-use ammonia product (Nalcon 60620} is
“ammonium sulfate” and in Buckman’s end-use ammonia product (Busan 1215) is “ammonia;
(total),” which derives from an aqueous mixture of ammonia and ammonium sulfate. Therefore,
both products provide ammonia or ammonium ions in the reaction shown in Figure [ above, and

both lead to the in-situ generation of one or more chioramines.

According to its label, attached hereto as Exhibit “B,” Nalcon 60620 is an unregistered
formulation consisting of 20% ammonium sulfate and 80% “constituents ineffective as spray
adjuvants,” presumably water. Nalco sells Nalcon 60620 as part of its “OxiPRO™ Deposit
Control Technology” and, speeifically, for use in Nalco’s “OxiPRO Feed System,” which is
ilustrated and deseribed in a Nalco proposal and a Nalco slide presentation attached hereto as
Exhibits “C” and "D,” respectively, Nalco’s label for Nalcon 60620 and Nalco’s materials on
the OxiPRO Feed System describe a process in which a Nalco technician adds Nalcon 60620 to

4
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Fw: Ammonium Suifate Docket Verification
Tracy Laniz to: Caroline Klos 01/07/2011 10:10 AM
Cc: Pennis Edwards, Velma Noble

with addilional signature, see below.

o
Tracy Lantz
Regulatory Team 31
Antimicrobials Division
U. S. Environmental Protection Agency
Phone: (703} 308-6415
FAX: (703) 308-8481
< Forwarded by Tracy Lantz/DC/USEPA/US on 01/07/2011 10:09 AM ~we

From: cis/ets/QPUSEPA/US@ERA

To: Tracy Lantz/DC/USEPA/US@EPA
Date: 01/07/2011 10:06 AM

Subject: Ammonium Sulfate Docket Verification

Please open the attached document. This document was digitally sent to you

"htake |

using an HP Digital Sending device . |Uniitledjpdf

240



\\.Ij

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

A
ot C{ﬂ'ﬁl‘ \\?}"\“
December 9, 2005 & ¥ S -
{
Memorandum Ty ———— S -y \‘\;\‘N
Subject: Hazard Assessment for ;iAmmonia and Monochloroamine - <
T A
Active Ingredient:  Ammonia /i! v

PC Code 128824 g a\( \
DP Barcode: D313637 / -
Deborah Smegal, MPH, Toxicologist N b ML \5 .

From:
Risk Assessment and Science Support Branch (RASSB) ¥
Antimicrobials Division (7510C)

Through: Norm Cook, Branch Chief ?s__,f é(/{/(____—ﬁ

Risk Assessment and Science Support Branch (RASSB)
Antimicrobials Division (7510C)

To: Drusilla Copeland
Regulatory Management Branch [
Antimicrobials Division (7510C)

241



1.0 BACKGROUND

The Agency was requested to review a new use for ammonia for use in food-contact pulp/paper.
The registrant proposes to mix their prodict BCMW/BUSAN 12135, which contains dilute
solutions of ammonia, with sodium hypochlorite (12.5%) to form monochloramine on
pulp/paper. Thus, this hazard assessment will evaluate both potential occupational exposure to
ammonia and potential dietary exposures to monochloramine, Therefore, the toxicity profile for
ammonia focuses on the hazard associated with dermal and inhalation exposures, while the

toxicity profile for monochloramine focuses on the hazard asseciated with oral exposures. .
,?/a fe

2.0 HAZARD ASSESSMENT

2.1 Acute Toxicity of BUSAN 1215

118

‘1‘)

The acute toxicity data for the product BUSAN 1215 containing 7.59% are acceptable.
All of the acute toxicity studies for BUSAN 1215 are listed in category I'V, and it is a non-
sensitizer. The acute toxicity data on the BUSAN 1215 15 summarized below in Table 1.

Table 1. Acute Toxicity Data on Busan 1215

-

Guideline No./ Study Type MRID No. Results Toxicity
Category
870.1100 Acute oral toxicity 46435108 LBss > 5000 mg/kg v
870.1200 Acute dermal toxicity 46435109 | LDso> 5000 mgrke v
870.1300 Acute inhalation toxicity 46435110 | LC50 > 2.08 mg/L (4-hr) v
870.2400 Acute eye irritation 46435111 Minimally irritating (rabbit) v
| Irritation cleared within 48 hours
870.2500 Acute dermal irritation 46435112 Slightly irritating v
870.2600 Skin sensitization 46435113 | Not a skin sensitizer (guinea pig)

2.2. Ammonia Toxicity Profile

Ammonia is an essential mammalian metabolite for DNA, RNA and protein synthesis and is
necessary for maintamning acid-base balance. It 15 produced and used endogenously in all
mammalian species. Ammonia is excreted primarily as urea and urinary ammonium compounds

through the kidneys (ATSDR 2004).

Aecute. Ammonia is a corrosive substance and the main toxic effects are restricted to the sites of
direct contact with ammonia (i.e., skin, eyes, respiratory tract, mouth, and digestive tract). It is
an upper respiratory irritant in humans. The acute toxicity of gaseous ammenia is generally
considered the effect of the chemical reactivity preducing an extremely sharp, irritating odor

2
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causing eye, skin, and respiratory irritation. At concentrations exceeding 50 ppm, immediate
nose and throat irritation is experienced (ATSDR 2004). Immediate lethality may occur at
concenfrations in excess of 5,000 ppm; however, the acute lethal exposure concentration depends
on the exposure duration (ATSDR 2004).

The skin is extremely sensitive to airbormne ammonia or ammonia dissolved in water. Dermal
exposures to liquid ammeonia or concentrated solutions and/or ammonia gas are frequently
occupationally related and produce cutaneous burns, blisters, and lesions of varying degrees of
severity. The topical damage caused by ammonia is probably due mainly to its reactivity and
irritation properties. Its high water solubility allows it to dissolve in moisture on these surfaces,
react with fatty substances, be absorbed into deeper layers, and inflict extensive damage. The
severity of the damage is proportional to the concentration and duration of exposure; flushing
with water immediately after contact aileviates or prevents effects (ATSDR 2004).

Ingestion of concentrated ammoniwm solutions may produce severe burns and hemorrhage of the
upper gastrointestinal tract (ATSDR 2004).

Subchronic. Ammonia causes adverse respiratory effects in animals following inhalation
exposure. Below are summaries of several inhalation toxicity studies presented in USEPA

(2005a).

Broderson et al. (1976) exposed groups of F344 rats (6/sex/dose) continuously to 25, 50, 150 or
250 ppm ammonia (HEC = 1.9, 3.7, 11.2 or 18.6 mg/cu.m, respectively) for 7 days prior to
inoculation with Mycoplasma pulmonis and from 28-42 days following M. pulmonis exposure.
Each treatment group had a corresponding control group exposed only to background ammonia
and inoculated with M. pulmonis in order to produce murine respiratory mycoplasmosis (MRM).
The following parameters were used to assess toxicity: clinical observations and
histopathological examination of nasal passages, middle ear, trachea, lungs, liver and kidneys.
All levels of ammonia, whether produced naturally or derived from a purified source,
significantly increased the severity of rhinitis, otitis media, tracheitis and pneumonia
characteristic of M. pulmonis. Furthermore, there was a significant concentration response
between observed respiratory lesions and increasing envirommental ammonia concentration for
gross and microscopic lesions. All lesions observed were characteristic of MRM. Gross
bronchiectasis and/or pulmonary abscesses and the extent of gross atelectasis and consolidation
was consistently more prevalent in exposed animals at all concentrations than in their
corresponding controls. The severity of the microscopic lesions in the nasal passages, middle
ears, tracheas and lungs was significantly greater in all exposed groups compared with controls.
Increasing ammonia concentration was not associated with an increasing frequency of M.
pulmonis igolations. Additionally, rats not exposed to M. pulmonis and exposed to ammonia at
250 ppm developed nasal lesions (epithelial thickening and epithelial hyperplasia) uniike those
observed in inoculated rats. Based upon these data in M. pulmonis exposed rats, a LOAEL(HEC)
of 1.9 mg/cu.m was identified.

Gamble and Clough (1976) whole-body exposed female Porton rats to ammonia concentrations
of 200 (+/- 50) ppm for 4, 8 or 12 days or 435 (+/- 135) ppm for 7 days. Duration of exposure
was not otherwise specified. The total number of animals was 16, but the apportionment into

3

243



exposure groups was not provided. Hyperplasia of the tracheal epithelium was shown to be
concentration- and time-dependent. At 4 days of exposure to 200 ppm, the epithelium had
changed to transitional-stratified and by 8 days there was gross change: disappearance of cilia
and stratification increasing to folds forming on the luminal surface. A mucilaginous exudate
was also evident with a slight increase in submucosal cellularity. At 12 days at the 200 ppm
concentration, the epithelialization had increased in thickness. Rats exposed for 7 days to 435
ppm showed acute inflammatory reactions with infiltration of neutrophils, large mononucleated
cells, monocytes and immature fibroblasts in the trachea. Evidence of necrotic changes at the
luminal surface included pyknotic nuclei and karyorrhectic cells.

Groups of 10 guinea pigs and 20 Swiss albino mice were exposed continuously to an ammonia-
air concentration of 20 ppm (13.9 mg/cu.m) for up to 6 weeks. A separate group of six guinea
pigs was similarly exposed to an ammonia concentration of 50 ppm (35 mg/cu.m) for 6 weeks,
and a group of 21 Leghorn chickens was exposed to a 20 ppm concentration for up to 12 weeks.
Controls (number not specified) were maintained under identical conditions, except for the
ammonia. Smaller groups of chickens were exposed continually to either 200 ppm for up to 3
weeks or 1000 ppm for up to 2 weeks. The effects of ammonia were found to be both time- and
concentration-dependent. While no effects were observed in guinea pigs, mice, or chickens
sacrificed after 1, 2, 3 or 4 weeks of exposure at 20 ppm, darkening/reddening, edema,
congestion, and hemorrhage were seen in the lungs of all three species at sacrifice after 6 weeks
of exposure at that concentration. In guinea pigs exposed to 50 ppm ammonia for 6 weeks,
grossly enlarged and congested spleens, congested livers and lungs, and pulmonary edema were
seen. In chickens exposed to 200 ppm for 17-21 days, liver congestion and slight clouding of the
comea were observed in addition to those effects observed in the chickens exposed to 20 ppm
ammonia for 6 weeks. At 1000 ppm, the same effects, in addition to congestion of the spleen,
were seen in chickens after just 2 weeks of exposure, and corneal opacities developed within just
8§ days of exposure. In a second series of experiments, it was found that a 72-hour exposure to 20
ppm ammonia significantly increased the infection rate of chickens subsequently exposed to an
acrosol of Newcastle disease virus, while the same effect was observed in just 48 hours in
chickens exposed to 50 ppm. Changes in gross and micropathology did not accompany the
change in disease rate (Anderson et al., 1964).

Guinea pigs were exposed to 0 or 170 ppm (118 mg/cu.m) 6 hours/day, 5 days/week for up to 18
weeks. No adverse effects were observed in animals exposed to ammonia for 6-12 weeks
(HEC=21 mg/cu.m). Mild changes in the spleen, kidney suprarenal glands and livers were
observed (HEC=19 mg/cu.m) in guinea pigs exposed for 18 weeks. No effects on the lungs were
observed. The upper respiratory tract was not examined (Weatherby, 1952).

Swiss-Webster mice (16-24/group) were exposed to 0 or 305 ppm ammonia (212 mg/cu.m) 6
hours/day for 5 days. Nasal lesions were observed at 212 mg/cu.m which when dose duration
adjusted for the RGDR, equals a LOAEL(HEC) of 4.5 mg/cu.m (Buckley et al., 1984).

Continuous exposure of rats to ammonia at 0, 40, 127, 262, 455 or 470 mg/cu.m for a minimum
of 90 days (114 days for the 40 mg/cu.m group) was conducted in male and female Sprague-
Dawley and Long-Evans rats. A LOAEL of 262 mg/cu.m (HEC=28 mg/cu.m) was determined
based upon nasal discharge in 25% of the rats, and nonspecific circulatory and degenerative
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changes in the lungs and kidneys that were difficult to relate specifically to ammonia inhalation.
A frank-effect-level of 455 mg/cu.m (HEC=48.7 mg/cu.m) was observed due to high mortality in
the rats (90-98%). Nasal passages were not histologically examined (Coon et al., 1970).

Duroc pigs were exposed to ammonia concentrations of 10, 50, 100 and 130 ppm. Exposure to
ammonia significantly decreased both food intake and body weight gain. Higher concentrations
caused nasal, lacrimal and mouth secretions, which became less severe over time. No treatment-
related gross or microscopic changes were observed in the bronchi, lungs or turbinates at
necropsy (Stombaugh et al., 1969).

Various animal species were exposed to 0, 1535 and 770 mg/cu.m for 8 hours/day, 5 days/week
for 30 exposures (rats, guinea pigs, rabbits, dogs and monkeys). The LOAEL for lung
inflammation is 770 mg/cu.m for rats (HEC=82.4 mg/cu.m) and guinea pigs. Ocular and nasal
irritation was observed at 770 mg/cu.m in rabbits and dogs. The upper respiratory tract was not
examined (Coon et al., 1970).

Developmental/Reproductive. No developmental or reproductive studies have been conducted
by the registrant for ammonia.

Neurotoxicity. No neurotoxicity studies have been conducted by the registrant. Studies in the
scientific literature indicate that neurological effects have been observed in humans following
inhalation and dermal exposure. These effects have been limited to blurred vision, most likely
due to direct contact, but more severe exposures, which result in significant elevation of blood
ammonia levels (hyperammonemia) can result in diffuse nonspecific encepthalopathy, muscle
weakness, decreased deep tendon reflexes and loss of consciousness (ATSDR 2004).

Cerebral edema and herniation and intracranial hypertension have been noted in animal models
of hyperammonemia. The mechanism of ammonia-induced encephalopathies has not been
definitively elucidated. It is thought to involve the alteration of glutamate metabolism in the
brain with resultant increased activation of N-methyl-D-aspartate (NMDA) receptors, which
causes decreased protein kinase C-mediated phosphorylation of Na+/K+ ATPase, and depletion
of ATP. This reduced ATP level may be involved in ammonia-induced coma and death. A
disruption in neurotransmission has also been suggested by alteration of brain tubulin, which is
an essential component of the axonal transport system (ATSDR 2004).

Chronie. Chronic occupational exposure to low levels of airborne ammonia (< 25 ppm) had
little effect on pulmonary function or odor sensitivity in workers at some factories, but studies of
farmers exposed to ammonia and other pollutants in livestock buildings indicated an association
between exposure to pollutants, including ammonia, and an increase in respiratory symptoms
and/or decrease in lung function parameters. The contribution of ammonia to these respiratory
symptoms is unclear (ATSDR 2004).

USEPA (2005a) established an inhalation reference concentration (RfC) based on both an
epidemiological study and an animal toxicity study to be protective of respiratory effects. A no-
observable-adverse effect level NOAEL) of 6.3 mg/m’ (9.2 ppm) from an occupational study
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was combined with a lowest observable adverse effect level (LOAEL) of 17.5 mgfm3 (25 ppmy),
which has a human equivalent concentration (HEC) of 1.9 mg/m’, for respiratory effects in a rat
subchronic inhalation study. The Agency acknowledges that there is a lack of adequate
reproductive and developmental toxicology studies for arnmonia in the IRIS record (USEPA
2005a), and applied an additional 3X factor to account for these deficiencies. Based on the
proposed use pattern, BCMW/BUSAN 1215 containing dilute solutions of ammonia is mixed
with sodium hypochlorite (12.5%) to form monoechloramine in puip/paper. Because there is no
concern for potential dietary exposure to ammonia for this proposed use pattern, it is not
necessary to consider the FQPA safety factor for ammeonia, However, the Agency believes the
FQPA factor should be considered for the potential dietary exposures to monochloramine (see
below).

Mutagenicity/Carcinogenicity. There is no evidence that ammonia causes cancer. Ammonia
has not been classified for carcinogenic effects by EPA, the Department of Health and Human
Services (DHHS), or the International Agency for Research on Cancer (IARC) (ATSDR 2004).

There are a few studies on the genotoxicity of ammonia. Overall, these studies suggest that
ammonia and ammonia ion may have clastogenic and mutagenic properties. One study
evaluated blood samples from 22 workers exposed to ammonia in a fertilizer factory and 42
control workers not exposed, and found an increased frequency of chromosomal aberrations
(CAs) and sister chromatid exchanges (SCEs), increased mitotic index (MI) and increased
frequency of CAs and SCEs with increasing length of exposure (Yadav and Kaushik 1997 as
cited in ATSDR 2004). An increased frequency of micronuclei compared to controls was noted
in mice administered ammonium intraperitoneally (Yadav and Kaushik 1997 as cited in ATSDR
2004). There were positive effects in a reverse mutation test in E. coli, but only in treatments
using toxic levels of NHq+ (98% lethality). Another study found slight mutagenic activity in
Drosophila following exposure to ammonia gas, but at toxic levels (survival after treatment was
<2%). In vitro tests of chick fibroblast cells showed that buffered ammonia-ammonium chloride
solutions can induce clumping of chromosomes, inhibit spindle formation and result in
polyploidy (Rosenfeld 1932 as cited in ATSDR 2004). Reduced cell division was noted in
mouse fibroblasts cultured in media to which ammonia and ammonium chloride were added
(Visek et al. 1972 as cited in ATSDR 2004).

2.3  Moenochloramine Teoxicity Profile

Developmental/reproductive. The developmental and reproductive toxicity of
monochloramine has been examined in rats, but with suboptimal studies. However, due to the
chemical relationship between monochloramine and chlorine, the Agency believes that the
reproductive and developmental studies for chlorine may be used to satisfy these data gaps for
monochloramine. The available studies do.not indicate concermns for increased sensitivity of the
fetus or offspring. Thus, the Agency believes it is appropriate to reduce the FQPA factor to 1X
for monochloramine. Below are summaries of reproductive and developmental studies.

In a reproductive study by Carlton et al. (1986), chloramine was administered by gavage in
deionized water at doses of 0, 2.5, 5.0 and 10 mg chloramine/kg/day to male (12/dose group) and
female (24/dose group) Long Evans rats for a total of 66-76 days. Males were treated for 56 days
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and females for 14 days prior to mating. Dosing continued during the 10-day mating period and
afterwards females were dosed with chloramine daily during gestation and lactation, Males were
necropsied at the end of the mating period. Dams and some offspring were necropsied at 21 days
after birth. Other offspring were dosed with chloramine after weaning until they were 28-40 days
old. No statistical differences were observed between control and exposed rats in fertility,
viability, litter size, day of eye opening or average day of vaginal patency. There were no
alterations in sperm count, direct progressive sperm movement, percent mobility or sperm
morphology in adult males. Weights of male and female reproductive organs were not
significantly different among control and test groups, and there were no significant morbid
anatomic changes evident on tissue examination. There were no signs of toxicity, changes in
blood counts, or effects on body weight in adult rats of either sex at any dose level. The mean
weight of the pups was not affected by chloramine treatment. A NOAEL of 10 mg/kg-day for
reproductive effects can be defined from this study.

Abdel-Rahman et al. (1982) administered monochloramine in the drinking water to female
Sprague-Dawley rats (6/dose group) at 0, 1, 10 and 100 mg/L for 2.5 months prior to and
throughout gestation. By using body weights provided by the investigators and a reference water
consumption value (U.S. EPA, 1987), the intake of monochloramine was estimated to be to 0,
0.15, 1.5 and 15 mg monochloramine/kg/day. Treatment with monochloramine did not increase
the number of fetal resorptions or affect fetal weight. In addition, monochloramine did not
induce soft-tissue anomalies or skeletal malformations. A developmental NOAEL of 15 mg
monochloramine/kg/day is provided by this study, although confidence is low due to the small
number of animals exposed.

Chronie. The long-term effects of chloraminated water were examined in rats and mice (NTP
1992). In both species, there were no statistically significant findings attributable to chemical
exposure at the highest dose tested of 200 ppm chloramine, or 9.5 mg chloramine/kg/day for rats
and 17.2 mg chloramine/kg/day for mice. The NOAEL of 9.5 mg chloramine/kg/day in rats is
chosen as the basis for the chronic oral RfD) by USEPA (2005b). Although a higher NOAEL in
the study of 17.2 mg/kg-day is found for mice, rats may be the more sensitive species since doses
between 9.5 and 17.2 mg/kg-day were not tested in rats.

Mutagenicity/Carcinogenicity. Monochloramine is not classifiable as to human
carcinogenicity (Group D) based on inadequate human data and equivocal evidence of
carcinogenicity from animal bioassays. A two-year bioassay showed marginal increase in
mononuclear cell leukemia in female F344/N rats, No evidence of carcinogenic activity was
reported in male rats or in male or female B6C3F1 mice. Genotoxcity studies, both in vitro and
in vivo, gave negative results (USEPA 2005b).

3.0 TOXICITY ENDPOINT SELECTION

Tables 2 and 3 present a summary of the recommended toxicity endpoints for ammonia and
monochloramine, respectively to be used in the risk assessment.
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A. QOccupational Exposure to Ammonia

A.1  Dermal Exposure (All durations).

No endpoint was selected because the labels will specify the use of gloves, full body clothing
and eye protection. Thus, there is no potential for dermal exposure.

A.2  Inhalation Exposure (All durations)

Study Selected: Holness et al. (1989) epidemiological study of workers

Executive Summary: Holness et al. (1989) investigated production workers exposed to ammonia
in a soda ash facility. All of the available 64 production workers were invited to participate and
82% agreed to be evaluated. The control group consisted of 31 other plant workers from stores
and office areas of the plant without previous exposure to ammonia. The mean age of the
workers was 38.9 years and duration of exposure was 12.2 years. Welght was the only
statistically significant difference in demographics found after comparing height, weight, years
worked, % smokers and pack-years smoked. The mean TWA ammonia exposures based on
personal sampling over one work shift (average sample collection 8.4 hours) of the exposed and
control groups were 9.2 ppm (6.4 mg/cu.m) and 0.3 ppm (0.21 mg/cu.m), respectively.

A questionnaire was administered to obtain information on exposure and work histories and to
determine eye, skin and respiratory symptomatology (based on the American Thoracic Society
[ATS] questionnaire [Ferris, 1978]). Spirometry (FVC, FEV-1, FEF50 and FEF75) was
performed according to ATS criteria at the beginning and end of each work shift on the first
workday of the week (day 1) and the last workday of the week (day 2). Differences in reported
symptoms and lung function between groups were evaluated using the actual values and with age,
height and pack-years smoked as covariates in linear regression analysis. Baseline lung function
results were expressed as percent of predicted values calculated from Crapo et al. (1981) for

FVC and FEV-I and from Lapp and Hyatt (1967) for FEF50 and FEF75.

No statistical difference in the prevalence of the reporting symptoms was evident between the
exposed and control groups, although workers reported that exposure at the plant had aggravated
specific symptoms including coughing, wheezing, nasal complaints, eye irritation, throat
discomfort and skin problems. The percentage of exposed workers reporting hay fever or familial
history of hay fever was significantly less than controls, suggesting possible self-selection of
atopic individuals out of this work force. The atopic status of the worker and control groups was
not determined by skin prick tests to common aeroallergens. Furthermore, the workers
complained that their symptomatology was exacerbated even though there was no statistical
difference between groups. Since the study was cross-sectional in design with a small population,
it is possible that selection bias may have occurred.

Baseline lung functions (based on the best spirometry values obtained during the four testing
sessions) were similar in the exposed and control groups. No changes in lung function were
demonstrated over either work shift (days 1 or 2) or over the workweek in the exposed group
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compared with controls. No relationship was demonstrated between chronic ammonia exposure
and baseline lung function changes either in terms of the level or duration of exposure, probably
due to lack of adequate exposure data for categorizing exposures and thus precluding
development of a meaningful index accounting for both level and length of exposure.

Based on the lack of subjective symptomatology and changes in spirometry, this study
establishes a free-standing TWA NOAEL of 9.2 ppm (6.4 mg/cu.m). Adjustment for the TWA
occupational scenario results in a NOAEL(HEC) of 2.3 mg/cum.

Dose and Endpoint for Risk Assessment: The 8 hour-TWA NOAEL of 9.2 ppmt (6.4 mg/m®)
was selected based on lack of evidence of decreased pulmonary function or changes in subjective
syptomatology in the occupational study (Holness et al. 1989). The 24-hour adjusted NOAEL is
2.3 mg/m’. This 24-hour NOAEL is the basis of the Agency’s inhalation reference concentration
(R{C) presented on the Integrated Risk Information System (IRIS) and represents Agency
consensus. Since ammonia 18 a respiratory irritant, the Agency believes that the irritation
potential would limit exposure. See USEPA (2005a) for more details on the inhalation RfC and
a discussion of other supporting toxicity studies.

Margin of Exposure for Occupational Exposure: For all durations, a MOE of 30 1s adequate. An

uncertainty factor of 10 is used to allow for the protection of sensitive individuals (intra-species
extrapolation). Because 1t is based on a human epidemiological study, no inter-species safety
factor is required. A factor of 3 was used to account for several data base deficiencies including
the lack of chronic data, and the lack of reproductive and developmental toxicology studies. This
factor is not larger than 3, however, since studies in rats (Schaerdel et al., 1983) have shown no
increases in blood ammeonia levels at exposures 32 ppm and only minmimal increases at 300-1000
ppm, suggesting that no significant distribution is likely to occur at the human equivalent
concentration (HEC) level calculated.

B. Dietary Exposure to Monochloreamine

B.1  Acute Reference Dose (RfD)

An acute RfD was not identified because there were no effects attributable to a single dose.

B.2 Chronic Reference Dose (RfD))

Study Selected: Rat Chronic Oral Study (National Toxicology Program 1992)

Executive Summary. The long-term effects of chloraminated water were examined in F344/N
rats and B6C3F1 mice (NTP, 1992). Groups of rats (70/sex/dose) and mice (70/sex/dose) were
administered chloraminated drinking water at 0 (controls), 50, 100 or 200 ppm for 103-104

weeks. Based on body weight and water consumption data provided in the study, the intake of
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chloramine was 0, 2.6, 4.8 and 8.7 mg/kg-day for male rats; 0, 3.4, 5.3 and 9.5 mg/kg-day for
female rats. Consumption of chloramine in mice was 0, 5.0, 8.9 and 15.9 mg/kg-day for males;
and 0, 4.9, 9.0 and 17.2 mg/kg-day for females. Interim sacrifices (10/sex/dose) were conducted
at weeks 14 and 66. At these times, a complete hematologic examination and necropsy were
performed in all sacrificed animals. In addition, histopathologic examination was conducted in
all control and high-dose animals. At the completion of the study, a complete histopathologic
evaluation was performed in all animals. A dose-related decrease in water consumption was
evident in rats throughout the study; food consumption was not affected by treatment. Mean
body weights of high-dose male and female rats were lower than their respective controls,
However, mean body weights were within 10% of controls until week 97 for females and week
101 for males. Decreases (p<0.05) in liver and kidney weight in the high-dose males and
increases (p<0.05) in the brain- and kidney-to-body weight ratios in the high~ dose rats (both
sexes) were related to lower body weights in these groups and were not considered
toxicologically significant. Results from pathologic evaluation at weeks 14 and 66 were
unremarkable. The authors found no clinical changes attributable to consumption of
chloraminated water. There were no non-neoplastic lesions after the 2-year treatment with
chloraminated water. A NOAEL for rats of 200 ppm chloramine, or 9.5 mg chloramine/kg/day,
can be defined in this study.

In treated mice, water consumption throughout the study was also decreased in a dose-relatéd
manner. Food consumption was slightly lower in high-dose females compared with controls.
Body weights of treated male and female mice were lower than in controls; the effect was dose-
related. On the average, body weights of high-dose males were 10-22% lower than controls after
week 37; those of high-dose females were 10-35% lower than controls after week 8. Mice
exhibited no adverse clinical signs attributed to treatment with chloramine. Survival rates
between treated and control mice were not significantly different. Interim evaluations revealed
no biologically significant differences in organ weights or in relative organ weights. There were
occasional statistically significant differences, such as decreases in liver weights and increases in
brain- and kidne y-to-body weight ratios in high-dose male and female mice, but these were
attributed to the lower body weights and were not considered toxicologically significant. Results
from hematology tests, and gross or microscopic examination of tissues and organs were
unremarkable. The 2-year evaluation revealed no non-neoplastic lesions attributable to
chloramine treatment. The concentration of 200 ppm chloramine, or 17.2 mg chloramine/kg/day
is considered a NOAEL for mice in this study.

Dose and Endpoint for Risk Assessment: The NOAEL of 9.5 mg/kg/day (200 ppm) was selected
based on no observable adverse effects in the rat chronic oral study (NTP 1992). This NOAEL is
the basis of the Agency’s oral reference dose (RfD) presented on the Integrated Risk Information
System (IRIS) and represents Agency consensus. Although a higher NOAEL in the study of
17.2 mg/kg-day 1s found for mice, rats may be the more sensitive species since doses between
9.5 and 17.2 mg/kg-day were not tested in rats. Significant decreased weight gain in subchronic
rat studies, such as Daniel et al. (1990), at 200 ppm was considered a consequence of decreased
water consumption associated with taste aversion.

Uncertainty factors: 100 (10x interspecies extrapolation, 10x intraspecies variation, 1x FQPA
safety factor). The FQPA safety factor is reduced to 1X for monochloramine because data from
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existing reproductive and developmental studies across chemical class (monochloramine and
chlorine) provide sufficient confidence that the reproductive and developmental issues have been
addressed. Although the studies with chlorine are marginal in quality, they do give an indication
that adverse effects from monochloramine are not likely to occur (see Section 2.3).

Comments about Study/Endpoint Uncertainty Factor: This study represents the best available

data to assess chronic toxicity.

4.0

4.1

Chronic RfD = 9.5 mg/kg/day (NOAEL) = 6.1 mg/kg/day
100 (UF)

Classification of Carcinogenic Potential

Ammonia: There is no evidence that ammonia causes cancer, Ammonia has not been
classified for carcinogenic effects by EPA, the Department of Health and Human
Services (DHHS), or the International Agency for Research on Cancer (IARC) (ATSDR
2004).

Monochloramine: Monochloramine is not classifiable as to human carcinogenicity
(Group D) based on inadequate human data and equivocal evidence of carcinogenicity
from animal bioassays. A two-year bioassay showed marginal increase in mononuclear
cell leukemia in female F344/N rats. No evidence of carcinogenic activity was reported
in male rats or in male or female B6C3F1 mice. Genotoxcity studies, both in vitro and in
vivo, gave negative results (USEPA 2005b).

FQPA CONSIDERATIONS
Special Sensitivity te Infants and Children

Ammonia: The Agency acknowledges that there is a lack of adequate reproductive and
developmental toxicology studies for ammonia in the IRIS record (USEPA 2005a),
However, based on the proposed use pattern, BCMW/BUSAN 1215 containing dilute
solutions of ammonia is mixed with sodium hypochlorite (12.5%) to form
monochloramine in pulp/paper. Because there is no concern for potential dietary
exposure to arnmonia for this proposed use pattern, it is not necessary to consider the
FQPA safety factor for ammonia. However, the Agency believes the FQPA factor should
be considered for the potential dietary exposures to monochloramine.

Meonochloramine: As noted in the USEPA (2005b) IRIS record, the developmental and
reproductive toxicity of monochloramine has been examined in rats, but with suboptimal
studies. These studies are summarized below. However, due to the chemical relationship
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between monochloramine and chlorine (U.S. EPA, 1992), reproductive and
developmental studies for chlorine (Druckrey, 1968, McKinney et al., 1976; Chemoff et
al., 1979; Staples et al., 1979; Meier et al., 1985) may be used to satisfy these data gaps
for monochloramine. The available studies do not indicate concems for increased
sensitivity of the fetus or offspring. Thus, the Agency believes it is appropriate o reduce
the FQPA factor to 1X for monochloramine.

Tale 2
Summary of Toxicological Dose and Endpoints
for Ammionia
Exposure Dose Used in Risk Study and Texicological Effects
Scenario Assessment,
UF
Dermal (all Labels will specify the use of gloves, bedy clothing and eye protection.
durations)
(Occupational)
- 3 b "
Inthalation {a} I;%AE;) 6.3 mg/m Occupational Study {Holness et al.
durations) < PP 1989)
8-hr TWA o
(Occupational) NOAEL(HEC)= LOAEL= none
- 3
23 mg/m {rft‘f‘ hour See TRIS record (USEPA 2005a) for
concentration) more detailed discussion,

TUF = uncertainty factor, NOAEL = no observed adverse effect level, LOAEL = lowest observed adverse effect level,
LOC=level-of concern , MOE = margin af exposure, HEC= human equivalent concentration
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New Active Ingredient Notice of Receipt Information
Dennis Edwards to: Tracy Lantz
Cc: Velma Noble

01/05/2011 07:56 AM

Hi Tracy,

Below is the information on the Nalco ammonia application filings. Three products containing two new
active ingredients. All you need to do is get a docket number and sent the docket number and the
information below to Caroline by Thursday. (You will need 1he signed docket form.)

[0l |
1) File symbol: 4767 - EUN Nalco (0G0
Applicant: Nalce Company, 1601 West Diehl Road, Naperville, IL 60563

Active Ingredient:

Proposed Use:

Ammonium sulfate Ho<7,
Pulp and papermill water systems

Contact: Tracy Laniz, 703-308-6415, Lantz.Tracy@EFPA.gov
2)  File Symbol 1706-EGO Nalce G@OGIS cluda:
2 Applicant: Nalco Company, 1601 West Diehl Road, Naperville, I 60563 Gr&u’aA +
e_)f@\, | Active Ingredielnt: Urea r? = 9, Gro: ﬁ%
Ul i Proposed Use: Pulp and papermill water systems 5}'2/
“*{‘ﬁ.‘ ' Contact: Tracy Lantz, 703-308-6415, Lantz. Tracy@EPA.gov
. RASSH
3)  File Symbol 1706-EUR Nulce (OE30
3 Applicant: Nalco Company, 1601 West Diehl Road, Naperville, [L 60563
;?ff“ " Active Ingredient: Urea 30 G
< "a'}{" b Proposed Use: Pulp and papermill water systems
’{g@ i Contact: Tracy Lantz, 703-308-6415, Lantz. Tracy@EPA.gov @,z
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03/02/2011 05:50 PM

Dennis

Dennis Edwards, Chief
Regulatory Management Branch 1
Antimicrobials Division
703-308-8087

Philip Ross

From:

To:

Cc:

Date:
Subject:

Attorney Client Communication Attorney Work P... 03/02/2011 12:55:24 PM

Philip Ross/DC/USEPA/US

Dennis Edwards/DC/USEPA/US@EPA, Tracy Lantz/DC/USEPA/US@EPA, Joan
Harrigan-Farrelly/DC/USEPA/US@EPA

Chris Kaczmarek/DC/USEPA/US@EPA

03/02/2011 12:55 PM i

Attorney Client Cormmunication
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Deliberative
Privileged and Confidential
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Thanks.

Phil

Philip J. Ross

United States Environmental Protection Agency
Office of General Counsel

Pesticides and Toxic Substances Law Office
202.564-5637
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appropriate means, such as on the
related collection instrument or form, if
applicable. The display of OMB control
numbers in certain EPA regulations is
consoclidated in 40 CFR part 9.

Abstract; This information collection
is being conducted by EPA’s Cffice of
Air and Radiation (DAR]) to assist the
EPA Administrator, as required by
sections 111(b), 112{d), and 112{£}(6) of
the Clean Air Act ([CAA), as amended,
to reevaluate emission standards for this
source category. The non-confidential
information from this information
collection request {ICR) would also be
made available to the public.

The proposed ICR has four
components. To obtain the information
necessary to identify and categorize all
units potentially affected by any future
revision to a standard, the first
component of this ICR will solicit
information from all potentially affected
units at all 152 refineries in the format
of an electronic survey under authority
of section 114 of the CAA. This survey
will include questions about the facility
and individual emissions sources, and it
will ask the owners/operators to submit
cost data and provide copies of recent
emissions test reports and continuous
emission menitoring system (CEMS)/
continuous monitoring system (CMS)
data. The second component will ask
the owners/operators to develop and
provide an emissions inventory. The
third component will ask the owners/
operators to conduct sampling and
analysis of the feed to the distillation
columns at their refinery over a specific
time period. The first three components
will be submitted to all facilities listad
in the Energy Information
Administration’s Refinery Capacily
Report 2009. The fourth component will
consist of requiring emissions testing,
again pursuant to the authority of
section 114 of the CAA,

EPA is issuing a single collection of
information for sources covered under
40 CFR part 63, subparts CC and UUU
and 40 CFR part 60, subpart J so that
EPA can, at one time, assess whether
additienal control strategies are
necessary and, if 5o, which are the most
effective for hazardous air pollutants
{(HAP), regulated under CAA section
112, and criteria air pollutants (such as
particulate matter, sulfur dioxide, and
nitrogen oxide), regulated under CAA
section 111. The data would also allow
EPA to evaluate compliance options for
startup and shutdown periods and
consider ways to congolidate
monitoring, reporting and
recordkeeping requirements for the
different rules under review. The data
may also help EPA conduct reviews of
other rules specific to petroleum

refineries, including Standards of
Performance for Equipment Leaks of
VOC in Petroleum Refineries (40 CFR
part 60, subpart GGG}, Standards of
Performance for VOC Emissions from
Petroleum Refinery Wastewater Systems
{40 CFR part 80, subpart QGQ)}, and the
Natifonal Emission Standard for Benzene
Waste Operations (40 CFR part 61,
subpart FF),

The data collected will be used to
update and augment facility and
emissions source information already
available to the Agency, develop new
estimates of the population of affected
units, and identify the control measures
and alternative emission limits being
used for compliance with the existing
rules that are under review. This
information, along with existing
emission limits, will be used to
establish the baseline emissions and
control levels for purposes of the
regulatory reviews. The emissions test
data (test reports, CEMS data, and CMS
data) collected will be used to assess the
effectiveness of existing control
measures, examine variability in
emissions, evaluate the stringency of
existing emission limits, identify the
most effective control measures
considered for purposes of reducing
residual risk, and provide a basis for
estimating nationwide emissions from
emissions sources for which EPA has
little information, Emissions data will
also be used, along with process and
emnissions unit details, to consider
options for best demonstrated
technology under the NSPS review, to
consider subcategories for further
regulation, and to estimate the
environmental and cost impacts
associated with any regulatory options
considered.

Burden Statement; The annual public
reporting and recordkeeping burden for
this collection of information is
estimated to average 256 hours per
response, Burden means the total time,
effort, or financial resources expended
by persons to generate, maintain, retain,
or disclose or provide information to or
for a Federal agency. This includes the
time needed to review instructions;
develop, acquire, install, and use
technology and systems for the purposes
of collecting, validating, and verifying
information, processing and
maintaining information, and disclosing
and providing information; adjust the
existing ways to comply with any
previously applicable instructions and
requirements which have subsequently
changed; train personnel to be able to
respond to a collection of information;
search data sources; complete and
review the collection of information;

and transmit or otherwise disclose the
information.

Respondents/Affected Entities:
Respondents affected by this action are
owners/operators of petroleum
refineries, all of which are expected to
have the potential to be subject to one
of the regulatory standards being
reviewed or developed by EPA,
Petroleum refineries are facilities
engaged in refining and producing
products made from crade oil or
unfinished petroleum derivatives.

Esn'mare§ Number of Respondents:
152.

Frequency of response: Unce.

Estimated total annual burden hours:
69,342 hours,

Estimated total annual burden costs:
$30,924,069, which includes $912 in
O&M costs,

Daled: January 26, 2011.
john Moses,

Director, Collection Strotegies Division.
{FR Poc. 2011-2273 Filed 2-1-11; 8:45 am}
BILLING COOE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

[EPA-HQ-OPP-2011-0004; FRL-8862~1]
Pesticide Products; Registration
Applications

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Notice.

SUMMARY: EPA has received applications
to register pesticide products containing
active ingredients not included in any
previously registered pesticide
products. Pursuant to the provisions of
section 3(c)(4) of the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), EPA is hereby providing notice
of receipt and opportunity to comment
on these applications,

paTES: Comments must be received on
or before March 4, 2011.

ADDRESSES: Submit your comments,
identified by docket identification (ID)
number and the file symbol(s) for the
product(s) of interest as listed in Unit I,
by one of the following methods:

» Federal eRulemaking Portal: htip://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

s Mail: Office of Pesticide Programs
(OPP} Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave,, NW., Washington,
DC 20460-0001.

+ Delivery: OPF Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. 5-4400, One
Potomac Yard (South Bldg.), 2777 S.
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Crystal Dr,, Arlington, VA. Deliveries
are only accepted during the Docket
Facility's normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding Iegal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Dacket Facility telephone number is
{703) 305-5805,

Instructions: Direct your comments to
the docket I} number and the file
symbol{s) for the product{s) of interest
as listed in Unit . EPA’s policy is that
all comments received will be included
in the docket without change and may
be made available on-line at http://
www.regtlotions gov, including any
personal information provided, unless
the comment includes information
claimed to be Confidential Business
Information {CBY or other information

whose disclosure is restricted by statute.

Do not submit information that you
consider to be CBI or otherwise
protected through regulations.gov or e-
mail. The regulations.gov Web site is an

“anonymous access” system, which
means EPA will not know your identity
or contact information unless you
provide it in the body of your comment.
If you send an e-mail comment directly
to EPA without going through
regulations.gov, your e-mail address
will be automatically captured and
included as part of the comment that is
placed in the docket and made available
on the Internet. f you submit an
electronic comment, EPA recommends
that you include your name and other
contact information in the body of your
comment and with any disk or CD-ROM
you submit, If FPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form
of encryption, and be free of any defects
or yiruses.

Docket: All documents in the docket
are listed in the docket index available
at hitp://www.regulations.gov.

Although, listed in the index, some
information is not publicly available,
e.g., CBI or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either in the electronic docket
at http://www.regulotions.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm, S~
4400, One Potomac Yard (Scuth Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
hours of operation of this Docket
Facility are from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
helidays. The Docket Facility telephone
number is (703) 305-5805.

FOR FURTHER INFORMATION CONTACT: The
Regulatory Acfion Leader listed in the
table in this unit:

Regulafory acfion leader

Teiephone number and

e-mail address

Mailing address

Fiie symbol

SuUSANNe Carfell .ooviiririiier e irareieas

{703) 308-8077 .
cerrefiisusanne @epa gov

Biopesficides and Poilufion Prevenfion
Bivision (7511P}, Office of Pesficide
Programs, Environmentfal Profecfion
Agency, 1200 Pennsyivania, Ave.,
NW., Washingfon, DC 20460-0001.

70051-RNT, 7005 {-RNI,

ANNA GrOSS ..o iscsisnrercenne | A703) 305-5814 i 1 DO s
gross.anng @epa.gov

Chris Plelfer ........ocoeevvevvciecnceneeenvienn | {703 8080031 v | DO et e
pleifer.chris @epa.gov

Jeannine Kausch . reenceennerees § {703} 3478820 | DI it e e e e e e

Abigall DOWNS ..o

kausch.feannine @epa gov
{703} 3055259 ....cociiiirinrnen,

downs,ablgaif@epa.gov

Anfimigrobials Division (7510P). Office
of Pesticide Programs, Environ-
menfal Protecfion Agency, 1200
Pennsylvania, Ave., NW., Wash-
ingfon, DC 20450-0001.

84059-R(G, 84059-RU.

34704-ANLL, 34704-RNLA,
34704-RNLT,

84059--RA, 85004-1, 85004—
Q.

707-GEN, 707-GRO.

5383-RUE, 5383-RUN.

Jacquelineg Campbell-McFarfane ......... | {FO3Y 308-6418 .. 1 DO v
campbelfi-mefar-
lene jacqueline @epa gov
Tracy Lantz ..o, {703} 308-6415 . | DO e
Lan/z.tracy @epa. gov

t706-EUN, 1708-EUR,
1706-EG0.

SUPPLEMENTARY iNFORMATION:
I. General Information
A. Does this oction opply to me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to:

» Crop production (NAICS code 111).

» Animal production (NAICS code
112).

» Faod manufacturing (NAICS code
311).

» Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather provides a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classificafion System
(NAICS) codes have been provided to
assist you and ofhers in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOB FURTHER
fNFORMATION CONTACT,

B. Whot should I consider os I prepore
my cominents for EPA?

1. Submitting CBL Do not submit this
information to EPA through
regulations.gov or e-mail. Clearly mark
the part or all of the information that
you claim to be CBL For CBI
information in a disk or CD-ROM that
you mail to EPA, mark the outside of the
disk or CD-ROM as CBI and then
identify electronically within the disk or
CD-ROM the specific information that
is claimed as CBL In addition to one
complete version of the comment that
includes information claimed as CBY, a
copy of the comment that does not
contain the information claimed as CB!
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must be submitted for inciusion in the
public docket. Information so marked
will not be disclosed except in
accordance with procedures set forth in
40 CFR part 2.

2. Tips for preparing your commenis.
When submitting comments, remember
to:

1. Identify the document by docket ID
number and other identifying
information {subject heading, Federal
Register date and page number).

il. Follow directions. The Agency may
ask you to respond to specific questions
or organize comments by referencing a
Code of Federal Regulations (CFR) part
or section number.

iii. Explain why you agree or disagree;
suggest alternatives and substitute
language for your requested changes.

iv. Describe any assumptions and
provide any technical information and/
or data that you used.

v. If you estimate potential costs or
burdens, explain how you arrived at
your estimate in sufficient detail to
allow for it to be reproduced.

vi. Provide specific examples to
illustrate your concerns and suggest
alternatives.

vii. Explain your views as clearly as
possible, avoiding the use of profanity
or personal threats.

viii. Make sure to submit your
comments by the comment period
deadiine identified.

II. Registration Applications

EPA has received applications to
register pesticide products containing
active ingredients not included in any
previously registered pesticide
products. Pursuant to the provisions of
section 3{c}{4} of FIFRA, EPA is hereby
providing notice of receipt and
opportunity to comment on these
applications. Notice of receipt of these
applications does not imply a decision
by the Agency on these applications,

1. File Symbel: 707-GEN. Docket
Number: EPA-HQ-0PP--2010-1037.
Applicant: Rohm and Hass Company,
100 Independence Mall West,
Philadelphia, PA 19106. Product nome;
Bioban MB 100 Technical. Aciive
ingredient: microbiocide and 2-methyl-
1, 2-benzisothiazolin-3-one at 98.90%.
Proposed classification/Use: Technical.
{Abigail Downs)

2. File Symbol: 707-GRG. Docket
Number: EPA-HQ-OPP-2010-1037.
Applicont; Rohm and Hass Company,
100 Independence Mall West,
Philadelphia, PA 19106, Product name:
Biobar MB 25 Antimicrokial, Active
ingredient: Microbiocide and 2-methyl-
1, 2-henzisothiazolin-3-one at 25%.
Proposed classificoion/Use: For use in
fermulation of emulsion products,

paints, building materiais, adhesives
and sealants, ink, textiles, paper coating,
functional chemicals, househeld and
1&I, oil process water and 1ecovery
system, metalworking fluids. (Abigail
Downs}

3. File Symbol: 1706-EUN. Pocket
Number: EPA-HQ-0OPP-2011-0019,
Apificant: Nalco Company, 1602 West
Diehl Road, Naperville, IL 60563.
Product neme: Nalco 60620. Active
ingredient: Antimicrobial and
Ammonium Sulfate at 20%. Proposed
classification/Use: Pulp and paper mill
water ls:.}ystems. (Tracy Lantz}

4. File Symbol: 1706-EUR. Docket
Number: EPA-HQ-0OPP-2011--0020.
Apiﬁcont: Nalco Company, 1601 West
Diehl Road, Naperville, IL 60563,
Product name: Nalco 60630. Active
ingredient: Antimicrobial and Urea at
30%. Proposed classificotion/Use: Pulp
and paper mill water systems. (Tracy
Lantz)

5. File Symbol: 1706-EGO. Docket
Number: EPA—HQ-0PP-2011-0020.
Ap %h'cont: Nalco Company, 1601 West
Diehi Road, Naperville, I 60563.
Product name: Naico 60615, Active
ingredient: Antimicrebial and Urea at
15%. Proposed classificotion/Use: Pulp
and paper mill water systems. (Tracy
Lantz)

6. File Symbol: 5383-RUE. Docket
Number: EPA-H(Q-0PP-2009-1000.
Applicant: Troy Chemical, Inc., 8
Vreeland Rd., P.O. Box 955, Florham
Park, Nj 07932-4200. Product name:
TROYSAN V662, Active ingredient:
Antimicrobial and Terbutryn at 48%,
Praposed classificotion/Use: Materials
preservation of coatings, stuccos, roof
coatings, joint cements, and sealants,
{Jacqueline Camphell-McFarlane)

7. File Svinboi: 5383-RUN. Docket
Number: EPA-HQ-0PP-2009—1000,
Applicant: Troy Chemical, Inc., 8
Vreeland Rd., P.O. Box 855, Florham
Park, Nf 07932--2200. Product name:
POLYPHASE ® 710 S. Active
ingredient: Antimicrobtal and Terbutryn
at 8%. Proposed classification/Use:
Materials preservation of joint cements,
coatings, sealants, stuccoes, and plastics.
{(Jacqueline Carnpbell-McFarlane)

8. File Symbol: 34704-RNLL. Docket
number; EP A-HQ-OPP-2011-0009.
Applicont: Loveland Products, Inc., c/o
Pyxis Consulting, Inc., 2110 136th St,,
NW., Gig Harbor, WA 98332. Product
name: LPI 6194 Concentrate Seed
Treatment. Active Ingredient: Plant
growth regulator, Salicylic Acid, at
0.04%. Proposed classificotion/Use:
Biochemical pesticide/plant growth
regulator intended for seed treatment.
{Chris Pleifer)

9, File Symbol; 34704-RNLA. Docket
rnumber: EPA-HQ-0FP-2011-0009.

Applicant: Loveland Praducts, Inc., cfo
Pyxis Consulting, Inc., 4110 136th St,,
NW., Gig Harbor, WA 88332. Product
name: LPI 6194 RTU Seed Treatment.
Active ingredient: Plant growth
regulator, Salicylic Acid, at 0.0057%.
Proposed classification/Use:
Biochemical pesticide/plant growth
reguiator intended for seed treatment.
{Chris Pfeifer}

10. File Symboi: 34704-RNLT. Dacket
number: EPA-HQ-CPP-2011-0009,
Applicant: Loveland Products, Ing., c/o
Pyxis Consuiting, Inc., 4110 135th St.,
NW., Gig Harbor, WA 88332, Product
nome: Salicylic Acid Technical. Active
ingredient: Plant growth regulator,
Salicylic Acid, at 98.7%. Proposed
clossification/Use: Biochemical
pesticide/manufacturing use product
containing a plant growth regulator
intended for incorperation into end use
products for seed treatment. (Chris
Pfeifer)

11. File Symbol: 70051-RNT. Docket
number: EPA-H(Q-0PP-201¢-0944,
Applicant: Certis U.S.A., LL.C., 9145
Guilford Road, Suite 175, Columbia, M2
21048, Product nome: CX-9032, Active
ingredient: Fungicide and Bacillus
subtils var. amyloliquefaciens stroin
D747 at 98.35%. Proposed
clossificotion/Use: Fungicide on
vegetable, melons, tree fruit and nuts,
strawberry, berries, grapes, tropical
fruits, herbs, coffee, mint, hops, tobacco,
nurseries, greenhouses, shade house,
ornamental plants and turf. {Susanne
Cerrelll)

12. File Symbol: 70051-RNI. Docket
number: EPA-HQ-OPP-2010--0944.
Apphicont; Certis U.S.A., L.L.C,, 9145
Guilford Read, Suite 175, Columbia, MD
21048. Product name: CX-8030, Active
ingredient; Fungicide and Bogillus
subtilis var. emyloliquefaciens strain
D747 at 25.0%. Proposed clossification/
Use: Fungicide on vegetable, melons,
tree fruit and nuts, strawberry, berries,
grapes, tropical fruits, herbs, coffee,
mint, hops, tobacce, nurseries,
greenhouses, shade house, ornamental
plants and turf, (Susanne Cerrelli)

13. File Symbol: 84059-RA. Dacket
Number: EP A-H(Q)-OPP-2010-0058.
Applicont: Marrone Bie Innovations,
Inc., 2121 Second St., Suite B-107,
Davis, CA 95618. Product Nome; MBI-
203 SC. Active Ingredient: Insecticide
and Chromobocterium subtsugoe strain
PRAA4-1T at 86.50%. Proposed
classification/Use: For control of foliar-
feeding pests, such as caterpillars,
foliage-feeding coleopteran, aphids,
whiteflies, and plant-sucking mites, on
ornamental plants, turf, and various
edibie crops. Note: In the Federal
Register of March 10, 2010 (75 FR
11175]) (FRL-8811-6), EPA announced
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receipt of two other applications to
regisier pesticide products containing
this new active ingredient. (J. Kausch)

14. File Symbaol; 84059-RG. Docket
Number: EPA-HQ-0OPP~-2011-0010,
Applicant: Marrone Bio Innovations,
2121 Second Street, Suite B-107, Davis,
CA 95618. Product name: MBI-206
TGAL Active ingredient: Insecticide and
Burkholderia sp. strain A396 at 100%.
Proposed classification/Use:
Ornamental plants, turf and edible
crops. (Anna Gross)

15, File Symbol: 84059-RU. Docket
Number: EPA-BQ-0OPP-2011-0010.
Applicant: Marrone Bio Innovations,
2121 Second Street, Suite B-107, Davis,
CA 95618. Product name: MBI-206 EP.
Active ingredient: Insecticide and
Burkholderio sp. strain A396 at 94.46%.
Proposed classification/Use:
Ornamental plants, turf and edible
crops. (Anna Gross)

16. File Symbol: 85004-1. Docket
Number: EPA-HQ-OPP-2010~0808.
Applicant: MacIntosh and Associates,
Inc., 1203 Hartford Ave., Saint Paul, MN
55116—1622 (on behalf of Pasleuria
Bioscience, Inc., 12085 Research Dr,,
Suite 185, Alachua, FL, 32615] Product
Name: Posteuria reniformis—Liquid
Formulation, Active Ingredient:
Nematicide and Pasteurio reniformis—
Pr3 {SD--5834} al 0,0033%. Proposed
Classification/Use: For control of
reniform nematode (Botylenchulus
reniformisj on various food and nonfood
crops. Note: In the Federal Register of
November 24, 2010 (75 FR 71697) (FRL~
8837-3), EPA announced receipt of two
other applisations to register pesticide
products conlaining this new astive
ingredient. {J. Kausch)

17, File Symbol: 85004-0. Docket
Number: EP A~-HQ~-OPP-2010-0806.
Applicant: Macintosh and Associates,
Intc., 1203 Hariford Ave., Saint Paul, MN
55116~1622 {on behalf of Pasteuria
Bioscience, Inc., 12085 Research Dr.,
Suite 185, Alachua, FL 32615.) Product
Nome: Pasteuria nishizawoe—Liquid
Formulation. Active Ingredient:
Nematicide and Pasteurig nishizawae—
Pn1 {SD~5833] a1 0.0033%. Proposed
Classificotion/Use: For control of
soybean cyst nematode (Heferodera
glycines) on soybean. Note: In the
Federal Register of November 24, 2010
(75 FR 71697) (FRL-8837-3), EPA
announced receipl of two other
applicalions to register pesticide
producls containing this new active
ingredient. (J, Kausch)

List of Subjecis

Environmental protection,
Agricultural Commaodities, Pesticides
and pest.

Daled: January 20, 2011.
Keith A. Matthews,
Acting Director, Blopesticides Pollution
Prevention Division, Office of Pesticide
Progroms.
{FR Doc. 20t1-2156 Fited 2-1-11; 8:45 am]
BILLING CODE 8560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

|EPA-HQ-0PP-2010-0548; FRL~8863-6)

Petition for a Ban on Triciosan; Notice
of Avatiability; Extension of Comment
Period

AGENCY: Environmental Prolection
Agency (EPA).

ACTION; Notice; extension of comment
period.

authorily under various statules lo
regulate triclosan. Triclosan is an
anlimicrobial subsiance used in
peslicide products, hand sanitizers,
loothpaste, and other ¢onsumer
products, The petitioners claim that the
“pervasive and widespread use” of
iriclosan poses significant risks to
human health and the environment, In
addition, the petitioners claim that the
"agency failed to address the impacts
posed by triclosan’s degradation
products on human health and the
environment, failed to conduct separate
assessmenis for triclosan residues in
contaminaled drinking waler and food,
and is complacent in seriously
addressing goncerns relaled to
antibaclerial resistance and endocrine
disruption.” Under the Federal
Insecticide, Fungicide, and Rodenticide

SsuMMARY: EPA issued a notice in the
Federal Register of December 8, 2010
concerning the availability of a petition
submitted by Beyond Pesticides and
Food & Water Watch 1o the
Environmental Proteclion Agency for
review and public comment. The
petition asks EPA to use its authority
under various statutes to regulate
triclosan. In a lelier to the EPA dated
January 22, 2011, Beyond Pesticides and
Food & Waler Watch requested a 60 day
extension 1o the comment period. In
response to this request, this document
extends the comment period for 60
days, from February 7, 2011 to April 8,
2011. .

OATES: Comments, identified by docket
identification {ID) number EPA-HQ-
OPP~2010-0548, must he received on or
before April 8, 2011.

ADDRESSES; Follow the detailed
instructions as provided under
AQDRESSES in the Federal Register
document of December 8, 2010.

FOR FURTHER INFDRMATION CONTAGT:
Timothy F. McMahon, Antimicrobials
Division {7510P], Office of Pesticide
Programs, Environmental Prolection
Agency, 1200 Pennsylvania Ave,, NW,,
Washington, DC 20460-0001; telephone

number: (703) 308-6342; e-mail address:

memahon. im@epa.gov,
SUFPLEMENTARY INFORMATION: This
document extends the public comment
period established in the Federal
Register of December 8, 2010 (75 FR
764613) (FRL-8852~8), In that
document, the Agency made available
for review and public comment a
petition submitted by Beyond Pesticides
and Food & Water Watch [hereafter
referred to as “the petitioners”) to the
Environmental Protection Agency
(hereafter referred to as “"EFA” or “the
Agency”}, asking EPA to use its

Act (FIFRA) and the Federal Food, Drug,
and Cosmetic Acl (FFDCA), the
petitioners ask EPA 1o act to cancel and
suspend the registration of pesticides
containing triclosan. Under the Clean
Water Acl (CWA), the petitioners
request that the Administralor impose
technology-based effluent limitations,
health-based toxic pollulant water
quality pretreatment requirements, and
biosolids regulation for iriclosan. Under
the Safe Drinking Water Act (SDWA),
the petitioners request that the
Administrator conduct a comprehensive
assessment of the appropriateness of
regulating triclosan under SDWA.
Under the Endangered Species Act
(ESA), the petitioners request that the
Administrator comply fully with ESA,
including consultation and biological
agsessmenl requirements. In a letter
submitted to the Agency daled January
22, 2011, Beyond Pesticides and Food &
Water Watch requested a 60 day
exiension to the comment period. EPA
is hereby extending the comment
period, which was sel to end on
February 7, 2011, to April 8, 2011

To submil comments, or access the
docket, please follow the detailed
instructions as provided under
ADDRESSES in the December 8, 2010
Federal Register document, If you have
questions, consult the person listed
under FOR FURTHER INFORMATION
CONTACT.
List of Subjects

Environmental prolection,
Antimicrobial, Pesticides and pest,
Triclosan, Endocrine,

Dated: January 26, 2011.
Joan Harrigan Farrelly,
Director, Anfimicrobiols Division, Office of
Pesticide Progroms.
{FR Doc. 2011-2267 Fiied 2-1-11; 8:45 am|]
BILLING CODE G6560-50-P
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Fw. Status of Jan 7 batch-- Notice of Receipt of Applications batch will publish
tomorrow 2-2-11
Joan Harrigan-Farrelly, Jennifer Mclain, Dennis

Edwards 02/01/207 t 02:36 PM

Caroling Klos o

Nalco NOR will publish tamarrow,

----- Forwarded by Carcling Klos/DC/USEPA/US on 02/0 120 t1 02:35 PM -

From; Susanne Cerrelli/DC/USEPA/US

Te: Caroline Klos/DC/USEPA/US@EPA, Abigail Downs/DC/USEPA/US@EPA, Tracy
Lantz/DC/USEPA/US@EPA, Jeannine Kausch/DC/USEPA/US@EPA, Jagqueline
Campbell-McFarlane/DC/USEPA/US@EPA, Chris PleiferyDC/USEPA/US@EPA, Anna
Gross/DC/USEPA/US@EPA

Cc: Andrew Bryceland/DC/USEPA/US@EPA, Michael McdaviYDC/USEPA/US@EPA, Dennis
Edwards/DC/USEPA/US@EPA

Date: 02/0t/2011 02:33 PM

Subject: Re: Status of Jan 7 batch- Netice of Receipt of Applications batch will publish tomorrow 2-2-t1

Fyl-

Thanks for your rapid responsel Below is the link to our FR Notice that is to publish tomorrow. See link at
the Cffice of Federal register below:

http:/iwww. ofr.gov/OFRUpload/OFRData/2011-02156_Pl.pdf

Regards,

Susanne Cerrelli

Regulatory Action Leader
Microbial Pesticides Branch
Biopesticides Pollution Preverition Division (7511P}

703-308-8077(w)
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JY ¢ & — I,La_} 3/6 /3007 3 Pape /23

LY W.S. ENVIRONMENTAL PROTECTION EPA Reg Date ol tssvance
s g AGENCY Number.
N § Office of Pesticide Programs 1448- MAR -6 2007
Kty Antimicrobiats Division {(7510P) 430
1200 Pennsylvania Avenue NW

Washington, D.C. 20460

Term of Issuanco;

Conditional
NOTICE OF PESTICIDE: B
X R egistration Name ol Pesticida Product:
___ Reregistration BCMW

funder FIFRA, as amarded}

Nama and Address ot Registrani (intiude ZiF* Code):

Buckman Laboratories, Inc.
1256 N. Mcl.ean Blv.
Memphis, TN 38108

Note: Changas in labeling difforing in substanca trom [hat acgeptod in connagtion with [his rapisiration must be submitiad o ond acceplad by tha
Ragistration Diviston prior to use ol [he lobel in commorze. In any corraspondsncs on this prodiec] always relar lo he above EPA registralion number.

On the basis ol information furnished by the ragistran, the above namod pesticida is hereby ragisteradfore gistarod undar the Fedaral insecticida,
Fungicide and Rodeniicide Act.

Registration is in o way to ba construed as an andormemant or rocommandation of this pioduct by the Agensy. in order to profact heaith and the
environtniani, the Adminisiratar, on his molion, rmay at any tima suspend or cance! Ihe regisiralion of & pesticids in accordance wilh the Acl. The
acceptance ol any name in connaclion with the ragistration ol a produet under this A¢l is not loba conglrued a5 giving the registrant a right o exciusive use
ot tha name or to 115 use Il ii has bean coverad by othars,

This product ts conditionally reglstered in accordance with FIFRA sec 3{c)(7)(C)
provided that you: '

1. Submit and/or cite alt data required for registration of your product under FIFRA
sec. 3{c)(5) when the Agency requires alf registrants of similar products to submit such
data; and submit acceptable responses required for re-registration of your product under
FIFRA section 4,

2. Make the labeling changes listed below before you release the product for
shipment:

a. Revise the "EPA Registration Number to read, "EPA Reg. No. 1448-432

Signajure,of Approvj g?cia: Dale:
leh7
Vi ir%a Nobie

Product Managey Team-31 MAR - 6 2007
Regulatory Management Branch |
Antimicrobials Division (7510P)

EPA Form 8570-8
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2 933

Submit three (3; éopies of your final printed labeling before distributing or sefling
the product bearing the revised labeling.

if these conditions are not complied with, the registration will be subject to
cancellation in accordance with FIFRA sec. 6(e). Your release for shipment of the
product constitutes acceptance of these conditions.

A stamped copy of the label is enclosed for your records,

Sincerely,

I

elma Noble
Product Manager 31
Reguilatory Branch |
Antimicrobials Division (7510P)

Enclosure:
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BUSAN 1215

Ammm&uaumwmnwm*.mmm,ma
products,

POCoks WS Tyativhe USed macufaciuoe of paper and peperboand

ACTIVE INGRECWRTIS|

A o (bt T.0%
HHERT HIGREDIENTS. 2 4%
TOTAL. 100.00%

KEEP OUT OF REACH OF CHILDREN
CAUTION

FIRST AID

Hadd oy cpan, wd rine Mowky and with watas for 1520 srircbes.
Riarrcve contiey lenses, if pressnt, iter e el 5 roibes, St Sonious faeng sys.
Caia Eenter o dogor fot further taslmant sdvice.

Tuiur OF coilamirtad -
inae Skis hnimieciaiely with of vt foc [5-20 Micnbos.
] dotiss for [

CaX crkar o

« Call poison control tenior or Sockor nediaty for ireaimant advice,
= Have prson wip 2 gtz of weker, ¥ sbie Lo Svliow,
~ B0 nod nduca vormiliog undess 10k 42 do 40 Dy the PORGN sonrol owker 5 (0K,
=EBe mckth 18 860 LnConsooe.

-H )smbmaﬂu:yg cuil 9ir1 ambolance,
~ i person g, oran ey _ ,
2 r e wilbclal respination

by pownibie.
= Call  pelven conirol Cecker oF Soctor o Aunhar Imagment sdvice.

HOT LINE NUMBER

gav; the 3roduot comaimr; or labot with you whan calling a Poison Contiod
enter of docior or going for treatmant, You may also contact S0t~
of_1-200-BUCKMAN for eme " gol276-03%0

madical Leatment Informaton,

Precautionary Statements

HAZARDS TO HUMANS AND DOMESTIC ANIMALS
Haarndud K soalioned. Avoid breathing vader, Avold contact with sk, o, of Soing.

mwmmmmmmwwummm,mmw

MHaNonad Pollutant Syster {NPOES) parmil a0 the poriing wuthorlly

boan negiiiod in Nl d . U not f) — is pTCCE b2 BOVAr

Ay¥amy without previcusly notifying the local a8 traptmnk plant sulhorty, For ouid
Regional (co of $he EPA. v

"ML Yeur State Walts Boged o

Ixractions for Uge
K & viokution, of Federal b A e it § ina oradat00s with iop Laah
PULP ARD PAPER MILLS: BUSAN 1215 can ba used as a microblocide in the manufacturs of papar

and paparboard that contads food.

This product is apptied I conjunction with sodium hypecbionita (12.5% i) 9 form monochioramine. &
slowar acting less agoreasivo ouidizing microblockde, The products are sdded to difution wator to
achleve a minkmaum molar ralio of 1.5:1.0 product to L.& of ammonla to oxidant, and this ratlo Is
obtained by combining 8.6 fluid ounces of BUSAN 1215 i t fiuid ounca of Sodium hypochiodie (12.5
i), To onsure both handling safety and effectivenoss, the monochiorsmine solution fnust be
gensrated and fed lto the reatment water Systems through 3 proper chemical feed skid only by a
Crainad Buckman rapresentalive. Use of this product for any ather purposes o contrary to tho use
diractions spacified belw is prohibited.

Dosage Rates: When noliceably touted, epply sufficiont product and sodiurn hypoctioiite to schiavo &
total chiorine residusd of at feast 1 pam in oxcase of the systarmn oxidant demand. Once controt i
achieved, treatment fates can ba reduced Lo sub-demand rates from S0% to 80% of system demand.
The product may be added to the systern continuausly of Interriitently as needed to ony area of the
system wiare bniform mixing tan He oblained.

Fer Intermittent treatment mtx 9.8 fiuld ounces of BUSAN 1215 ro t Nuld ounce of sodtum
hypochicnte (12.5% ai.). Apply 3oluticn &t a rats 1o cbluin 1 102 ppm In axtess of the system oxidant
demand (maximum of § pprs mesaured) as wotal chionine in the process water of atock being treated
for 5 [o 60 minutes svery 1 1o 6 hows. Tha frequenty of feeding and the duration of yeatment will
depend on ithe severity of tho problem. Badly loulod systems shouid be claened belore inttial

| treatment.

For continuous treatrment mbx 0.6 fiuid ounces of BUBAN 1215 o t fuld cunca of sodium

(12.5% a.l). Agply solution at 2 rato o obtaln at laael t ppat In excess of systam oxidant gemand
{maximum of 5 ppm) measured 43 total chicrins In the procaxs water of stock balng Greated on a
continuous basis. The froquency of teeding and the duration of treatmant will depand on the seventy
of tho prokiern. Badiy loulod systems shoukt be ciezned befors initial treaiment.

H chitramina is detacted in the stluaat, it can be nautralized by the addiion of sogium mela baulfits
undil the chioramine i 0o longer datected.

Sterage and Disposal

Dy not contarinate water, food, of fond by
siorags or dispossl,

PESTAGIDE STORAGE: Kenp container
Rghtly cioasd. Stors in » dry place.
t.aaking or damaged druma should ba
placad In overpatk drums for disposal.
Spills showd be abagrbed in awdust o
sand and disposed of in & sankary fandfM.
Kmep containes dased when not in use,

PESTICIDE DiSPOSAL: improper
diaposai ot exceas pesticids, spray
mixiure, of finsale ix 3 violation of Fedenat
faw. i thesoe wasles cannol be disposed
ol by use wecording to Rbei instructions,
coatact your State Pesticlde or
Envisonmentai Controt Ageacy, or
Hazardous Waste representativo at the
nearest EPA Regional office v guldance.
Qiean egquipment andros dispose ot
equlpment wash wster in a manner to
avoid Contarninalion of waler rasources, .

CONTANER DISPOSAL
PLASTIC: Tripte tinss {or equivaiant).
'hﬂloﬁﬂfwlﬂm‘malmm‘ h

oF punciiyre and dispose ot In a sanitary
landfitt, by incineration, or, if allowed by
state and iocai authonities, by buming, it
beamed, stay oul of srmoke.

METAL: Triple ange {of equivatent). Then
ofter for recycling or reconditioning, or
puntturs and disposa of In a sanitery
landfifl, or by other procadures appraved
try stote and local sutherities.

Harawc i By
Bugckman | L&boratgr‘ies. Ine.

¥

Mo, BTy WS, LA
{901) 278-0330 or 1-800-BLICKMAN |
EPA Ext Ho, H4R-Th4
EPA Hag. No, 448

Procuct Weight  9.59 [bafgal 4,15kga
Hog corbens ary, Fscusd oy e conkainar,

HIMS I NPCA Ratings

' MAH -5 207 Hezith 1 Flammabilty 4 Reacivity ©
S the Fadory) eticids Last Revision 2/21/2007
amgmqe‘mm’deﬂﬁc}da ot 2y

e"ﬁed. fmwd a3

W

4
W

] e}— '
Faietered undor EPA Rag, frg, r LS, ol 3y
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V. NVIRONMENTAL PROTECTION AGERCY | EPA  ‘Number
.£ftce of Pestiecids Frograms : Date of Issuance:
V0 T, Antimicrobials Division (7519C) 8622-64
F Q{i 401 "M"SL, S.W. May 35, 2003
w i Washington, D.C. 20460
~
= mmg_t’o‘ﬁ' Term of Tssuance; COndi{ional
NOTICE OF PESTICIDE:
X_ Registration
Rere gi stration Name of Pesticide Product

Fuzzicide Solution

{under FIFRA, 25 amended}

Name and Address of Registranl (include ZIP Code):
Ameribrom, Inc.

2115 Linwood Ave.

Ft. Lee, NJ 07024

=.I-§{o R i

Om (he basis of information furnisbed by (he registrant, Lhe above named pesticide is hereby registered/reregisiered under the Federal Insesticide, Fungicide and
Rodenticide Act,

Registration is it no way 10 be construed as an endor nl or reg dilion of this produst by the Agency. In order Lo protect hezith and (he cnviroamenl, the
Admicisteator, on his motion, may at any lime suspend or cancel the registration of 2 pestieide in secordance wilh the Act. The acceptance of any haie in connection
with the registration of a praduct undcr this Act is not Lo be consirued as giving the registrant a right Lo exclusive uss of the neme of o its use (F iL s been eovered by
olhers.

This product is conditionally registered in accordance with FIFRA sec. 3(c)(7)(C) provided you:

I. Submit and/or cite all data required for registration/reregistration of your product under
FIFRA sec. 3(c)(5) when the Agency requires all registrants of similar products to submit
such data.

2, Change EPA File symbol 8622-AU to EPA Registration Number 8622-64.
3. Under Spills, fix typo after pesticide disposal by replacing comma with a period.
4. Submit one copy of the final printed label for the record.

If these conditions are not complied with, the registration will be subject to cancellation in
accordance with FIFRA sec. 6(¢). Your release for shipment of the product constitutes acceptance
of these conditions.

A stamped copy of the label is enclosed for your records.

Chate:

Signaturs of Approving Official:
AN M MAY -5 2003

Robert S. Brennis
Product Manager 32

EFA Form 8570-4
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FUZZICIDE® SOLUTION
(AMMONIUM BROMIDE SOLUTION)

A BACTERICIDE, SLIMICIDE AND ALGICIDE FOR TREATING
RECIRCULATING COOLING WATER SYSTEMS AND PULP & PAPER MILLS

Active Ingredient: Ammonium bromide 35.0%
Other Ingredients: ................c...... 65.0%
Total....... 100.0%

KEEP QUT OF REACH OF CHILDREN

CAUTION

FIRST AID

ifin eyes = Hold eye open and rinse slowly and gently with water for
15-20 minutes.

« Remove contact lenses, if present, after the first 5
minutes, then continue rinsing eye.

+ Call a poison control center or doctor for treatment
advice.

if swailowed + Call poison control center, or doctor immediately for
treatment advice,

» Have person gip a glass of water if able to swallow.

» Do nol induce vomiting unless told to do so by the
poison control center or doctor.

+ Do not give anything by mouth to an unconscious person

if on skin or * Take off contaminated clothing.
clothing + Rinse skin immediately with plenty of water for 15-20
minutes.
+ Calla pcnson controt center or doctor for treaiment
advice.
if inhaled + Move person to fresh air.

+ if person is not breathing, call 911 or an ambulance,
then give artificial respiration, preferably by
mouth-fo-mouth, if possible.

+ Call a poison control center or doctor for further
treatment advice.

§ Have the product container or Jabel with you when calling a pgison control center or
doctor, or going for treatment,

USE WITH ADEQUATE VENTILATION
WASH THOROUGHLY AFTER HANDLING

See side panels for additional precautionary statements, LOSTDTED -

Wit *,Cp' ENTS

EPA Reg. No. 8622-AU moIFA Lewer Daed:

EPA Est No.
NET CONTENTS: LBS.

MAY -5 2003

Vet e Felangd Inzectnids,

A L a




ACCEPTED -

Wit CC; 3
PRECAUTIONARY STATEMENTS I LeR Le}fengliI'eif
HAZARD TO HUMANS AND DOMESTIC ANIMALS .
" Federe) nsecth
C A U T l 0 N :‘:‘iwéac;?iﬁdifsét as
s e T DIEECidR,
CAUSES MODERATE EYE IRRITATION ">~ =% <= 2B Keg. No,

F622-64

Avoid contact with eyes or clothing. Wash thoroughly with soap and water after handling.

ENVIRONMENTAL HAZARDS

This product is toxic to fish and aguatic organisms. Do not contaminate water by cleaning of
equipment or disposal of waste. Do not discharge effluent containing this product into lakes,
streams, ponds, estuarles, oceans, or other waters unless in accordance with the requirements of a
National Pollutant Discharge Elimination System (NPDES) permit and the permitting authority has
been notified in writing prior to discharge. Do not discharge effluent containing this product to sewer
systems without previously nofifying the sewage treatment plant authority. For guidance contact your
State Water Board or Regional Office of the EPA,

DIRECTIONS FOR USE
Itis a violation of Federal law to use this product in a manner inconsistent with its labeling.

DIRECTIONS FOR USE

FUZZICIDE® SOLUTION is to be used only in conjunction with: 1) an oxidant such as sodium
hypochlorite {typically 12.5%) to produce FUZZICIDE® biocide; and 2) the FUZZICIDE®
feeder/delivery system (described below).

FUZZICIDE® SOLUTION and the oxidant are mixed in a specially designed reactor which produces
the hiocide on site. The Fuzzicide feeding system controlier ensures the automatic production of the
dilute biocide solution and controls the optimization of the bioclde production process. The design of
traatment, instaliation, calibration and operation of the feeding system in all plants should be
conducted only by authorized and trained personnel.

Use of this product for any other purposes or contrary to the instructions below, or without the
supervision of authorized trained personne! is prohibited.

The biocide produced by the feeder is immediately added to the process waters for which treatment is
required. The biocide may be added to any point of uniform mixing, Addition may be continuous or
intermittent depending on the severity of the contamination when treatment starts, and on other
system operation parameters.

Note: Do not use other feeding modes to mix FUZZICIDE® SOLUTION and the oxidant, or mix
FUZZICIDE® SOLUTION with other additives so as to avoid decomposition of the biocide.
Non-authorized personne! are prohibited from operating or otherwise handling the feeding system or
its chemical ingredients.
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RECIRCULATING COOLING SYSTEMS

Used effectively at dosages recommended to achieve exposure to 0.3-8.0 parts per million (ppm) of
residual biocide expressed as tolal chiorine, or as needed to maintain contral of algal, bacterial, and
fungal slimes in industrial cooling towers, evaporative condensers, heat exchange water towers,
influent systems such as flow through filters, industrial water scrubbing systems, brewery
pasteurizers, sewage systems (septic 1anks, leach fields, tank lines, serers, lagaoons, and sewage
effulent water) industrial air-washing systems equipped with a mist efiminator.

Dosage Rates

initial dose: When noticeably fouled, add sufficient biocide produced by the reactor to achieve a
measured concentration of 0.3 - 5.0 ppm residual biocide, expressed as total chiorine. The
recommended dosage is typicall g achieved by mixing 0.54 gallons of Sodium Hypochlorite (12.5%)
with 0.22 gallons of FUZZICIDE™ SOLUTION in the reactor.

Subsequent Dose: Once microbial control is evident, add sufficient biocide produced by the reactor to
maintain the measured residual biocide concentration at 0.3 - 5.0 ppm in process waters, expressed as

total chiorine. Continue as in initial dose.
gsoow’f(d coal wefer 5‘754'%5 &ad
wisTR weter drecfment g.,f,sfcms)

Used for the contrg f alga! bactenal and fungal sllmes in pulp and paper mill fresh and sea water

influent systems,€aelin - 18, pulp, paper and paper board
mills systems, nonpotable water systems starch slumes and other process water. Apply biocide as

directed.

PULP AND PAPER MILLS (&n o &

Dosage Rates

initia] dose: When noticeably fouled, add sufficient biocide produced by the reactor to achieve a
measured concentration of 0.3 -10.0 ppm residual biocide, expressed as total chiorine,
The recommended dosage is typically ach:eved by mixing 0.54 gallons of Sodium Hypochiorite
(12.5%) w:th 0.22 galions of FUZZICIDE® SOLUTION in the reactor. Do not exceed 0.14 galions of
FUZZICIDE® SOLUTION per 2205 pounds_of dry weight fiber in paper and paperboard_components

that contact food.

Subsequent Dose: Once microbial control is evident, add sufficient biocide produced by the reactor to
maintain the measured residual biocide concentration at 0.3 -10.0 ppm in process waters, expressed

as total chlorine. -

STORAGE AND DISPOSAL
Do not contaminate water, food, or feed by storage or disposal.
STORAGE |
Store in a cool, dry, well-ventilated area, in weli-closed original containers, away from energy
sources, acids, alkaline, and heavy metal salts. — “'“TE
- ENTS
- _Lust Dated:
waY -5 203
-+ irgacticide,
N ‘__U.,r.... a5

1’&%9




PESTICIDE DISPOSAL

Pesticide wastes are acutely hazardous. Improper disposal of excess spray mixture, or rinsate is a
violation of Federal law. If these wastes cannot be disposed of by use according to labe!
instructions, contact your State Pesticide or Environmental Control agent or the Hazardous Waste
representative at the nearest EPA Regional Office for guidance.

CONTAINER DISPOSAL

Waste resulting from the use of this product may be disposed of on-site or at an approved waste
disposal faciity. Completely empty container into application equipment. Then dispose of empty
container in a sanitary landfill or by incineration or, if allowed by state and local authorities, by burning.
If burned, stay out of smoke.

i
SPILLS
When handling or dealing with spills, use impact-resistarit goggles with side shields or face shield;
body-covering clothes, including impervious rubber or plastic gloves and boots; use approved
respirator. Absorb on sand or vermiculite and place in closed container and dispose as described for
pesticide disposal. If containers are contaminated or decomposing, do not reseal; isolate unsealed

@+: container in the open or a well-ventilated area; flood with large volumes of water if necessary.

DO NOT SMOKE, DRINK, OR EAT WHEN HANDLING
DO NOT SHIP WITH FOOD, FEEDS, DRUGS, OR CLOTHING.
KEEP CONTAINER TIGHTLY CLOSED WHEN NOT IN USE

WARRANTY
Seller warrants that this product conforms to its chemical description and is reasonably fit for the
purposes stated on the label when used in accordance with labe! directions under normal conditions.
of use, but neither this warranty nor any other warraaty of MERCHANTABILITY OR FITNESS FOR A
PARTICULAR PURPOSE, express or implied, extends to the use of this product contrary to label
instructions, or under abnormal conditions, or under conditions not reasonably foreseeable to Seller,
and Buyer assumes the risk of any such use.

Manufactured for:
Ameribrom, Inc.
2115 Linwood Avenue
Fort Lee, NJ 07024-5004 .
Tek (201) 242-6560 o 7
Fax.(201) 242-6561 £ "’"’“”)
' LTS
-+ ~1of Datads

Y -5 e

. Insecticide,
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g g-43 0 3l6/oceT  Page [p23

i 1?‘1}'\ U-S. ENVIRONMENTAL PROTECT‘ON EPA FHeg. Dale of Issuanco:
R %% "; AGENCY tumber,
R ' Office of Pesticide Programs 1448
o ki Antimicrobials Division (7510P) 433 VAR -6 2007
1200 Pennsylvania Avenue NW

Washington, D.G. 20460

Tam ol lgsuance:

Conditional
NOTICE OF PESTICIDE: B
..).S.... F-Ieg'rstraﬂon Mame of Posticide Producl:
__ Reregistration BUSAN 1215

{unde! FIFRA, a5 amended)

Name and Address ol fegisiran! {include ZtP Code):

Buckman Laboratories, inc.
1256 N. MclLean Biv.
Memphis, TN 38108

Nolg; Changes in labellng diffedng In substance trom that accuptod in coanaclion with this roglstration mus! be submitted lo and accapled by the
Regis!ralton Divislon prlor lo use of the label in commarce, tn any corraspondenca on this product abways reler 1o the above EPA registration number.

On the basis of informalion tumished by the registrant, the above namod pesticlda ts hareby ragisteredfreregislend undar the Federal Insaciiclde,
Fungicido and Aodenlicide Act.

Regisiralion is in no way 1o be conslnied as 20 endorseman! of recommandzlion ot Ihs ploduct by the Agency, In order to protect health and the
envirpnment, tha Adminialralor, on his malion, may al any time suspend of cancel the registration of & pasticlde in accordance with tho Acl. The
acceplance ol any name in gonneclivn with the reglstraion of a protuct unter ikls Act is 0o lo be consinred as giving the roglstrent a right to extlusive use

of the namea o+ lo ils use il it has Been covered by olhars.

This product is conditionally registered in accordance with FIFRA sec 3{c{7HC)
provided that you:

1. Submit and/or cite all data required for registration of your product under FIFRA
sec. 3(c){5) when the Agency requires all registrants of similar products to submit such
data; and submit acceptable responses required for re-registration of your product under
FIFRA section 4.

2. Make the labeling changes listed below before you release the product for
shipment:

a. Revise the "EPA Registration Number to read, "EPA Reg. No. 1448-433

Svﬂal/l{EofA pioving Otlicial: Date:
’W
Vé%ma oble

Product Manager Team-31 q-oo_x
Regulatory Management Branch |
Antimicrobials Division (7510P)

EPA Form 8570-6
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Submit three (3) copies of your final printed labeling before distributing or selling
the product bearing the revised labeling.

If these conditions are not complied with, the registration will be subject to
canceilation in accordance with FIFRA sec. 6(e). Your release for shipment of the
product constitutes acceptance of these conditions.

A stamped copy of the label is enclosed for your records.

Sincerely,

[t

Velma Noble

Product Manager 31
Regulatory Branch |
Antimicrobials Division {(7510P)

Enclosure:
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ANTIMICROBIALS DIVISION

Federal Register Notice Published Seeking Public Comment on Pefition to Ban
Triclosan. In a Federal Register Notice dated December 8, 2010, EPA made
available for review and public comment the “Citizens Pefition to the United
States Environmental Protection Agency” submitied by Beyond Pesticides and
Food & Water Watch. The petition asks the EPA o use its regulatory authority to
address concerns with continued use of friclosan in pesticide products. The
petitioners claim that the “pervasive and widespread use” of friclosan poses
significant risks fo human health and the environment. EPA will make a formal
response to the petition after reviewing the submissions received in response to
the 60-day comment period, which is scheduled to close in February 2011. The
FRN and associated petition are in docket EPA-HQ-OPP-2010-0548. {Tim
McMahon, 703-308-4342; Rebecca von dem Hagen 703-305-6785)

ing. On December 16 20}0 EF’A cnnounced z’rs deczmon
that ammonia (and its salts) and urea-based products should be registered as
pesticides when sold or distributed for use in combination with sodium
hypochlorite or other chlorine sources as part of biocidal control systems by the
pulp and paperboard industry. The Agency received three petitions, each with
differing opinions, concerning whether certain products containing ammaonia and
urea met the definition of “pesticide"” under FIFRA, and therefore needed
registration, when the products were intended for use by the pulo and
paperboard industry as part of a system o control micro-organisms. The docket,
which contains documents submitted by the petitioners, public comments,
responses to comments, as well as the Agency's response to the petitions and
decision documents concerning the Agency's ruling, can be found at
www.regulations.gov in Docket ID # EPA-HQ-OPP- 2009-1005. {Melba S. Morrow,
703-308-2714)

Pesticide Products Registered Under the Pesticide Registration Improvement Act

(PRIA)

12 Benzisothiazolin- | , .~ | 1258-1336 | A540 | 12/18/1 | 12/13/10
3-one 0
Martha Terry 703-
308-6217
T Ecolab [ 677204 [A670 | 72/31/10 | 12M5/0

Stacey Grigsby 703-305-6440
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY
WASHINGTON, D.C. 20460

‘a\.\rmmm iy

S

CFRICE OF CHERMICAL SAFETY
AMND POLLUTION PEENVENTION

Mr. Michael Boucher

McKenna Long & Aldridge

Counsel for Buckman Laboratories

1900 K. Street, NW .

Washington, DC 20006 o

o

Ms. Karen M. Hansen {:ég

Beveridge & Diamond 9"

Counsel for Ashland-Hercules \ i I S

1350 I Street, NW, Suite 700 W e

Washington, DC 20005-3311 At s e
,)e‘-:.“’ \?\‘y {J‘:ﬁ Q(r‘rju %’J{]

Mr. Seth Goldberg ‘ Nc}( SN

Steptoe & Johnson LLP e

Counsel for Nalco, Inc,
1330 Connecticut Avenue, NW
Washingtou, DC 20036

Dear Counselors,

The U.S. Environmental Protection Agency has reached a decision regarding the
applicability of FIFRA registration requirement to both ammonia (and its salts) and urea
produets when sold or diswibiuted for use in biocidal control systems in the pulp and paperboard
industry along with a chlorine source, This letter provides official notice of that decision and
also outlines the actions necessary for Nalco, Inc. to bring its products inte compliance with the
requirements of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA),

Background

Between 2007 and 2009, EPA received three petitions concerning whether certain
products containing ammonia and urea met the definition of “pesticide” when the products were
intended for use in the pulp and paperboard industry as part of a system to control micro-
organisms. The petitions were submitted by three companies — Nalco, Inc. (“Nalco™), Buckman
Laboratories ("Buckman”}, and Ashtand-Hercules (" Ashland”) —all of which compete against
each other in the marketing of products and services for the control of microorganisms in pulp
and paperboard industry mannfacturing. Buckman currently holds registrations for ammonia
products, BCMW and Busan 1215, and Ashland is a distribuitor of a registered ammonia product,
Spectrum XD3899 Ammonium Bromide Technology, that is manufactured by Ameribrom, Inc.
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Nalco does not hold a registration for ammonia, but distributes amnionia and urea products,
identified as Nalcon 60620 and Nalcon 60615, respectively, that are so used in the pulp and
paperboard industry. These petitions provided differing opinions on whether ammonia or urea
products, when sold or distributed for use with sodium hypochlorite or other chlorine sources, as
water treatments in the pulp and paperboard industry, shiould be registered as pesticides.

On May 19, 2010, the Agency published a Federal Register notice (75 FR 28014} and
initiated a public comment period relative to these petitions. The Federal Register notice
includes a more comprehensive history and other information about this matter. The docket
number is EPA-HQ-OPP- 2009-1005. The docket contains documents submitted by the
petitioners, as well as public comments.

Issue Presented

The petitions submitted by the various parties present the central issue of whether
ammonia and urea products should be registered as biocides when sold or distributed for use in
combination with sodium hypochlorite or other chlorine sources as part of biocidal control
systems in the pulp and paperboard indusiry. In terins of the regulatory status of particular
products, the petitions question whether NALCO products sold or distributed for such purposes
should be required to be registered under FIFRA and whether products registered by Buckman
and associated with Ashland (as a distributor) should be required to remain registered under
FIFRA when sold or distributed for such purposes.

Specifically, Nalco’s petition requested that the Agency reconsider its registration of
ammonia products as precursors to chloramine and provide assurance that there is no risk of
enforcement during the reconsideration and any transition period. Buckman'’s petition was filed
in response to Nalco’s request that the Agency recousider the registration of ammonia.
Buckman’s petition further requested that the Agency immediately prohibit further sale and
distribution of unregistered ammonia. Ashland’s petition presented the same arguments as
Buckman for ammonia and further recommended that the Agency take action against the sale
and distribution of unregistered urea when used as part of a biocidal system in the pulp and
paperboard industry. )

Decision

The Agency has determined, based ou the activity and fundamental purpose of adding
ammonia and/or urea to clilorinated water to facilitate the production of chloramine for biocidal
purposes, that Nalcon 60615 and Nalcon 60620 are required to be registered under FIFRA and
that Buckman’s BCMW and Busan 1215 and Ashland’s Spectrum XD389¢ Ammoniuin
Bromide Technology must remain registered when sold or distributed for such purposes. This
decision letter as well as responses to comments will all be posted to the public docket (EPA-
HQ-OPP- 2009-1005). This decision is effective imniediately. Instructions for Nalco to achieve
compliance with this decision are set forth in the final section of this letter.

Page | 2
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Rationale

For the reasons explained below, the Agency concludes that both aimmonia and urea
products need to be registered as pesticides when sold or distributed for use in combination with
chlorine in biocidal control systems to address microbial pest problems in the pulp and
paperboard industry.

EPA has carefully reviewed the available information conceming how ammonia and urea
function as part of biocidal control systems in the pulp and paperboard industry, as well as how
Aslhland, Buckman, and Nalco intend their ammonia and urea products to be used. Neither
ammonia nor urea, by itself, has pesticidal activity. Nonetheless, the ways in which the three
companles market their ammonia and urea products, as well as the known and intended uses of
those products in the pulp and paperboard industry, bring those products within the definition of
a pesticide. Specifically, EPA has determined that the three companies directly state or imply
and intend that their products should be added to chlorinated water as part of a biocide control
systemn in the pulp and paperboard industry where the material will interact with chlorine that is
also added to the water. Once the ammeonia or urea is added, it reacts with chlorine io ultimately
form a new chemical substance, chiloramine. (Urea in the presence of sodivm hypochlorite or a
chlorine source forms a chlorourea, which undergoes further chemical reaction to form
chloramine.) As the three companies know, the chloramine formed following the addition of
ammonia and urea to chlorinated water has pesticidal activity against microbial organisms.
Moreover, compared to chlorine, chloramine exhibits extended antimicrobial activity.

In reaching its conclusion that the products under review are pesticides, EPA relies on the
statutory definition of “pesticide” in FIFRA 2(u), as well as its regulations in 40 CFR
152.15(a)(1), 40 CFR 152.15(c) and 40 CFR 153.125(a)(2). FIFRA section 2(u) defines a
“pesticide” in pertinent part as “any substance or mixture of substances intended for preventing,
destroying, repelling, or mitigating any pest....” EPA has interpreted this statutory terim in
regulations at 40 CFR 152.15, which states:

No person may disiribute or sell any pesticide product that is not registered under the
Act...A substance is considered to be intended for a pesticidal purpose, and thus to be a
pesticide requiring registration, if:

(a) The person who distributes or sells the substance claims, states, or implies (by
labeling or otherwise):

(1) That the substance (either by itself or in combination with any other substance) can
or should be used as a pesticide; or. . .

(c) The person who distributes or sells the substance has actual or constructive
knowledge that the substance will be used, or is intended to be used, for a pesticidal

purpose,

Page |3
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Finally, EPA’s conclusion also takes into consideration the regulation in 40 CFR 153.125(a)(2),
which sets forth criteria for determining whether a substance has pesticidal activity. The
regulation states that an ingredient will be considered to be an active ingredient if it:

.. . has the ability to elicit or enhance a pesticidal effect in another coinpound whose
pesticidal activity is substantially increased due to the interaction of the compounds.
Compounds which function simply to enhance or prolong the activity of an active
ingredient by physical action, such as stickers or other adjuvants, are not generally
considered to be active ingredients.

Chloramine and chlorine, as part of a biocidal control system, destroy microbial pests in
pulp and paperboard industry manufactiring; each is.clearly a “pesticide” under FIFR A section
2(u). Ashiand, Buckman, and Nalco are selling their ammonia and urea products for use as part
of a biocidal contrel system in the pulp and paperboard industry. The directions for use on these
products indicate that they should be added to the water systems, which already contaiu chlorine,
to prolong the antimicrobial activity of the chlorine in the system. Although not specifically
stated in the use directions, this occurs as a result of the chemical reaction between the chiorine
and either the ammonia or urea and not as a result of physical action. Thus, EPA finds the three
companies are selling substances for which they state or imply that their products used in
combination with a chlorine source in water can be used as part of a biocidal control system to
control microbial pests in pulp and paperboard industry manufacturing. Under 40 CFR 152.13
{a)(1), such products are considered pesticides. Likewise, EPA finds that the three coinpanies
know their products are being used in the manner described above, and by specifically marketing
their products to customers in the pulp and paperboard industry, they fall under the provision in
40 CFR 152.15(c).

Ammonia, by itself, does not have any pesticidal activity, but cannot be characterized as
a stabilizer as was suggested by some parties. A stabilizer i$ a chemical compound that does not
change the characteristics of an active ingredient with which it is mixed, In the presence of
sodiuin hypochlorite or a chlorine source, both ammonia and urea react to ultimately form
chloramine, which itself is a different chemical compound from chlorine or sodhun hypochlorite,
Based on the fact that ammonia and urea are consumed in an irreversible chemical reaction and
that a new chemical is formed, which possesses pesticidal activity; neither ammonia nor urea can
be classified as stabilizers.

Ammonia does not perform in a similar way to citric acid, acetic acid, and cyanuric acid.
Unlike ammonia, the use of citric acid, acetic acid, and cyanuric acid as halogen stabilizers does
not resuit in the formation of a new cheiical which has a different spectrum of pesticidal
activity. Ammonia does not have the same activity when combined with sodium hypochliorite or
achlorine source as that ascribed to chemicals that are used to stabilize other pesticides to
prevent their degradation in the presence of sunlight.

Page | 4
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Further, EPA finds thiat the interaction of ammonia or urea with chlorine prolongs and
therefore substantially increases the pesticidal activity of chlorine. EPA notes that, unlike
ingredients (such as stickers and other adjuvants) which prolong the activity of a pesticidally
active chemical by physical action, the ammonia and urea act by causing a chemical reaction
with chlorine or a chlorine source to ultimately form chloramine. Therefore, ainmonia and urea
meet the criterion in 40 CFR 153.125(a)(2) for identifying a pesticidally active substance.

In light of all of the above, EPA concludes that the anunouia and urea products sold by
Ashland, Buckman, and Nalco to the pulp and paperboard industry for use in controlling
microbial pests in water systeins are pesticides and must be registered (or remain registered)
under FIFRA.

Required Actions

In light of the foregoing, and within 30 days of Nalco’s counsel’s receipt of this letter,
Nalco must submit full application packages for new active ingredients for Nalcon 60615 and
Nalcon 60620 to satisfy this determination that FIFRA registrations are required for these
products,

The Application for Pesticide Registration nst include the following:

Application for registration (Forrn 8370-1)
Confidential Statement of Formula (Form 8570-4)
Certification with Respect to Citation of Data form (Form 8570-34)
Data Matrix (Form 8570-35)
Copies of proposed label
Data — The following data must be submitted/addressed:
Chemistry data on the active ingredient as well as the proposed product
Six acute toxicity studies on the active ingredient as well as the proposed product
90 day subchronic study
Developmental toxicity study
2-generation reproductive study
Mutagenicity battery (3 studies)
Hydrolysis study
Avian oral 1.D 50 study
Fish Acute LC 50 study
Aquatic invertebrate LC 50 study
Residue studies to determine chloramine levels that may occur in pulp and paperboard.

Page | 5
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This letter does not coustitute permission for Nalco to continue to distribute or sell such
products unless and until they are registered. The continued distribution or sale of those products
constitutes a violation of FIFRA. Petitioners Ashland and Buckman have asked EPA to take
enforcement action against Nalco for selling unregistered pesticides. EPA’s Office of
Enforcement and Compliance Assistance will respond separately to these requests.

For further information or clarification on the registration process for the Nalco products,
please contact Joan Harrigan-Farreily, Director of the Antimicrobials Division, at Harrigan-
Farreliv.Joan@epa.gov or call 703-308-6468.

Sincerely,

7

T =SS e

Steven P, Bradbury, Ph.D., Director
Office of Pesticide Programs

ce: Rosemarie Kelly, EPA Office of Enforcement and Comipliance Assurance
Philip J. Ross, EPA Office of General Counsel
Joan Harrigan-Farrelly, Antiinicrobials Division Director

Page |6
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Fw: New Al Ammonium Sulfate docket
%@4 Tracy Lantz to: Caroline Klos 01/08/2011 04:26 PM
Ce: Dc_annis Edwards, Velma Noble

A Y b o i bt e T T

Attached below is the signed and scanned docket verification form.
Also attached ts my notice of receipt for a new Al batching information form.

notice of receipt for new ai NH4 Sulfate.docx
Please let me know if you have any guestions. | will be in the office on Friday.

Ve
2}"&5 Lagtr™

Tracy Lantz

Regulatory Team 31

Antimicroblals Division

U. 8. Environmental Protection Agency
Phone: (703) 308-64415

FAX: (703) 308-8481

«-— Forwarded by Tracy Lamtz/DC/USEPA/US on 01/06/2011 04:19 PM --—-

From: cis/cts/QP/USEPA/US@ERA

To: Tracy Lantz/DC/USEPA/US@ERA
Date: 01/06/2011 04:08 PM

Subject: New Al Ammonium Sulfate docket

Please open the attached document. This document was digitally sent to you

using an HP Digital Sending device. [Unttledipd
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U. S, ENVIRONMENTAL PROTECTION AGENGY
OFFICE OF PREVENTION, PESTICIDES, AND TOXIC SUBSTANCES (OPPTS)
1200 Pennsyivania Avenue, N.W, , Washington, D.C. 20460

DOCKET VERIFICATION AND CERTIFICATION FORM
For Internal OPPTS Use Cnly

Titie of Action: Ammonium Suifate Registration of New Active Ingredient

RIN #: 2070- | Docket ID #: EPA-HQ-OPP-2011-0019 | FRL#:
Docket Titie: Ammonium Suifate Registration of New Active ingredient
Contact information: Name: Tracy Lantz | Phone: 703 308 6415

Legacy information;

Program Lead’'s Vertification: { have reviewed the docket and verified the foilowing:
All of the documents identified in the attached Docket Index have been submitted to the appropriate Docket
Manager for inclusion in the docket identified above.
Documents containing copyrighted, CBi or otherwise protected information have been identified to
allow for “special” processing by the docket.
The material has been assembied in a useable form to support the document being published in the FEDERAL

EGISTER.
Comments: N o g;L_;PpO'rQ'h ng medericy Iﬁ
N » i ./P‘\ A
Date: Hin [inttials: <KL [ Phone: 703 30K 6415

Docket-Manager's Verification and Sign-off: | hereby confirm the foliowing:
The Docket |D # identified above matches our records.
The documents identified in the attached Docket index have been received by the Docket.
The documents have been properly processed for inclusion in EPA Dockets, as appropriate.
The documents either ajfready are in the docket or are being- process for inciusien in the docket.
Comments: Ng Su??of‘% ,q
x’, B .«’,

Date: Je ]y | Signature: J/,”L’}LLHM/ {NCLLA S | Phone: 3C¥ ~ 58 C‘b
N

Program Lead’s Certification: | hereby certify that:
i have completed the verification above.
i have submitted to the DM all of the documents that  identified needed to be updated, or added to the docket.
| have obtained the DM's sign-off.
The docket is compiete and ready for pubiic release.

Commenis:
A e 4 —
Date: 710 T Signature: < Japin AN [ Phone: 702 268 YIS
Attachment: g N

282



Notice of Receipt for a New Active Ingredient batching information

In addition to the information below you will need to email to BPPD is the scanned copy of the
OPP Docket Certification/Verification form filled in/signed by you and the OPP Docket staff
{Anthia Peters).

Docket Number: EPA-HQ-OPP-2011-0019
RAL/PM Name: Tracy Lantz

RAL/PM Email: Lantz.tracy@epa.gov
RAL/PM Phone: (703) 308-6413

Fill out the following paragraph:

Fite Symbaj: [1706-EUN]. Applicant: [Nalco Company, 1601 West Diehl Road, Naperville, il 60563].
Product name: [Nalco 60620). Active ingredient: [antimicrobiall and fammaonium Suifate] at {20 %].
Praposed classification/Use: [pulp and papermiil water systems.] [[Tracy Lantz, (703) 308-6415,
Lantz.tracy@epa.gov; EPA-HO-OPP-2011-0019]
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DOCKETS CREATED 3
Latasha White to: Tracy Lantz 01/05/2011 0423 PM
Cc: Anthia Peters
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o [g, https:fifdms. erulemaking net Fdms-web-agencylcustom/ispfagencysplash.isp

Fle Edit View Favorites Tools Help

Your Azentit Docket Blanagement System

Suyccess’t

You have created a new docket with the following attributes:

Docket ID: EPA-HO-OPP-2011-0019

Title:  Ammonium Sulfate Registration of New Active Ingredient | 0‘%
Docket Type: Nonrulemaking 7
Docket Phase: Notice /\g/b
Docket Sequence: 1 \

Docket Status: Draft

Current Assignee:
Docket Manager:
Regulation Writer: Lantz, Tracy {EPA)}

What you can do now:

Add a document to this docket

Add MNotifications

Add to mv Favoritas

Associate Related Dockets

| Close window.and return hor

i B e R T R
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BUCKMAN LABORATORIES, INC.’S REPLY TO NALCO COMPANY’S DEC. 4, 2007
REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA
PRODUCTS AS PRECURSORS TQ CHLORAMINE USED IN WATER TREATMENT
AND
BUCKMAN LABORATORIES, INC.’S REQUEST THAT EPA IMMEDIATELY
PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA
FOR WATER TREATMENT

Michael Boucher

McKENNA LONG & ALDRIDGE LLP
1800 K Street, NW

Washington, D.C. 20006

(202) 496-7729

Counsel fo

Buckman Laborateries, Inc.

September 2, 2008
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I. Overview

Nalco Company’s (hereinafter, “Nalco’s™) December 4, 2007 “Request That EPA
Reconsider Its Registration for Ammonia Products as Precursors to Chloramine Used in Water
Treatment and Provide Assurance That There Is No Risk of Enforcement during the
Reconsideration and Any Necessary Transition Period” (hereinafter, “Nalco’s Petition”) isa
tirade against EPA’s registrations of BCMW (EPA Reg. No. 1448-432) and Busan 1215 (EPA
Reg. No. 1448-433), Buckman Laboratories, Inc.’s (hereinafter, “Buckman’s™”) manufacturing-
use and end-use ammonia products, respectively. The violence of Nalco’s protest tacitly
acknowledges Nalco’s need to register its own current end-use ammonia product, Nalcon 60620,
because Nalcon 60620 and Busan 1215 essentially have the same compaosition, are used by the
same industrial users in the same manner for water disinfection, and are considered
interchangeable products in the marketpiace. Nalco’s Petition ignores the unknown and
potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce
monochloramine (hereinafter, “MCA™}, including human health risks from unapproved residues
of MCA in paper used for food packaging and toxicity to aquatic organisms from MCA residues
in industrial waste water.! Not surprisingly, Nalco also ignores the significant and ongoing
damage being done unfairly to the commercial value of Buckman’s ammonia registrations — and
to Buckman’s ability to recoup its investment in such registrations — by Nalco’s ongoing sale of
unregistered ammonia with EPA’s “temporary” penmission, which has lengthened to seven

months with no end in sight.

! Coincidentally, we have obtained a pre-publicalion Federal Register notice, attached hereto as Exhibit “A,” which
reports thal Zentlox Corporalion has petitioned the Food and Drug Administration lo use MCA as a food addilive,
specifically, “as an antimicrobial agenl in poullry process chiller water” (emphasis added), even though EPA has not
registered MCA or ammonia for any such use. This food additive petition underscores the urgent need for EPA to
publicly affirm its jurisdiction over MCA — specifically, 10 prohibit the further distribution and sale of unregislered
arnmonia for any waler trealment use, including poultry processing.

-1-
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To justify the status quo, Nalco offers a series of increasingly erratic and unfocused
arguments, Initially, Nalco alieges that ammonia cannot be registered, because it is not an active
ingredient (Nalco’s Petition at 6-7), but later flip-flops and acknowledges that, in fact, EPA can
register a precursor of an active ingredient, where registration of the active ingredient itself is not
practical (Nalco’s Petition at 9) — exactly as EPA has done with BCMW and Busan 1215,
because the registration of MCA itself for water treatment is impractical. Then, Nalco agrees
that combining ammonia and sodium hypochlorite produces MCA (Nalco’s Petition at 4), in a
chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient
that is separate from “chlorine” (hypochlorous acid} (Nalco’s Petition at 8-9, 11), even though
the production of MCA is a reaction that is not considered reversible (i.e., once formed, MCA
does not readily break down into, or otherwise produce, armmonia and hypochlorous
acid’hypochlorite ions}, and despite that EPA and industry recognize MCA as a distinct active
ingredient with valuable properties that are different from those of hypochlorous acid. Nalco
also plays variations on the foregoing theme, specifically, that ammonia “sequesters” and
releases “chlorine” by a novel chemical procéss that Nalco never explains (Nalco’s Petition at 4,
6-7,11-12), and that ammonia is only an adjuvant used with “chloring” and, thus, requires no
registration (Nalco’s Petition at 15), even though ammonia reacts completely with sodium
hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release
hypochlorous acid and does not resemble any adjuvant.

For the foregoing reasons, as articulated and explained in this petition, we respectfully
request pursuant to section 553(e) of the Administrative Procedures Act (5 U.S.C. § 553(e)) that
EPA deny Nalco’s Petition and immediately prohibit further distribution and sale of unregistered

ammonia for water treatment. Nalco has asked for time to register ammonia but neither needs
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nor deserves any additional time. Nalco has had notice of EPA’s policy on the registration of
ammonia for water treatment since the Agency’s registration of Buckman’s ammonia products
on March 6, 2007. Since then — a period of 18 months — Nalco has found ample time to make
two lengthy and duplicative submissions and one responsive submission to EPA in order to
subvert the Agency’s registration of Buckman’s ammonia products. Neither of Nalco’s original
filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered
registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as
July 15, 2008, the Agency amended Buckman’s registration of Busan 1215 to add a new use
(industrial water systems), which suggests no intent by EPA to grant either of Nalco’s original
requests to revoke Buckman’s ammonia registrations. Accordingly, in addition to filing petitions
with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an
application to register ammonia sometime during the past 18 months. If] as it appears, Nalco has
chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into
allowing Nalco to remain on the market without an ammonia registration and, thereby, to
continue to compete with Buckman unfairly ahd, specifically, to erode its customer base, the
Agency should not now reward Nalco for its gamesmanship with any additional time to register
ammonia,

In preparing this petition on behalf of Buckman, we consulted with scientists and
regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice
President and Managing Director, and Dr. David Brookman, Director of Environmental
Chemistry. Drs. Stewart and Brockman have reviewed and concur in our technical

representations in this petition.
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II. Both Naico and Buckman sell ammonia for use in proprietary systems in which

ammonia and sodium hypochlorite react to formn MCA, which is the active
ingredient supplied by each system for water treatment.

Use of either Nalco’s or Buckman’s end-use ammonia product, as labeled, generates the
same main active ingredient, MCA (monochloramine), which 1s formed by a chemical reaction

that occurs at the time of use. The general reaction is as follows:

Figure I
. base
HOCHOCI  + NHz/NH,4 — =  NHyCl ~—— NHClp — NCi
Hypoclorous acid/ Ammonia/ Monochloramine Dichloramine Nitrogen
hypochlorite ion ammonium ion trichloride

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and

nitrogen frichloride also may occur.

The nominal active ingredient in Nalco’s end-use ammonia product (Nalcon 60620) is
*ammonium sulfate” and in Buckman’s end-use ammonia product (Busan 1215} is “ammonia
(total),” which derives from an agqueous mixture of ammonia and ammonium sulfate. Therefore,
both products provide ammonia or ammeonium ions in the reaction shown in Figure 1 above, and

hoth lead to the in-situ generation of one or more chloramines.

According to its label, attached hereto as Exhibit “B,” Nalcon 60620 is an unregistered
formulation consisting of 20% ammonium sulfate and 80% “constituents ineffective as spray
adjuvants,” presumably water. Nalco sells Nalcon 60620 as part of its “OxiPRO™ Deposit
Control Technology” and, specifically, for use in Nalco’s “OxiPRO Feed System,” which is
illustrated and described in a Nalco proposal and a Nalco slide presentation attached hereto as
Exhibits “C” and “D,” respectively. Nalco’s label for Nalcon 60620 and Nalco’s materials on
the OxiPRO Feed Systemn describe a process in which a Nalco technician adds Nalcon 60620 to

4.
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Nalco Briefing for Steve Bradbury
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Fw: Ashland Inc. Comments on EPA’s FIFRA Registration Requirements for
Nalco's Unregistered Biocides

Melba Morrow, Dennis Edwards, Tracy
Lantz

Joan Harrigan-Farrelly to: 01/25/2011 05:39 PM

Sorry Melba

Here il is.
Joan

«— Forwarded by Joan Harrigan-Farrelly/DC/USEPA/US on 01/25/2011 05:

From: "Karen M. Hansen" <KHansen@bdlaw.com>

To: Joan Harrigan-Farrelly/DC/USEPA/US@EPA

Cc: Steven Bradbury/DC/USEPA/US@EPA, Philip Ross/DC/USEPA/US@EPA, Rosemarie
Kelley/DC/USEPA/US@EPA, <wilson.kimberly@epa.gov>

Date: 01/20/2011 09:46 AM

Subject: Ashland Inc. Comments on EPA's FIFRA Registration Requirements for Nalco's Unregistered
Biocides

Dear Joan,

Aftached please find brief comments on behalf of Ashland Inc. regarding the FIFRA data requirements
applicable to any pesticide regisfration application{s} that Nalco is or may be pursuing for its unregistered
ammenium sulfate and urea products that were the subject of the December 18, 2010 letter from the
Office of Pesticide Programs (OFP). In addition to asking that your office consider the points raised in
these comments, Ashland also respectfully requests a meeting with the OPP team that is or will be
working on Nalco's application(s}, at your earliest convenience, so that we may discuss certain scientific
and technical issues associated with EPA's review of the chemistries associated with such products,
Thank you in advance for your consideration of these comments and our meeting request. Please feel
free to contact me with any questions andfor to schedule a time when Ashland and EPA can meet.

Best regards,

+IANEIIQIP [eUI) U],

Karen

Karen M. Hansen
Beveridge & Diamond, P.C.
1350 | Street, NW

Suite 700

Washington, D.C. 20005
(202) 789-6058

khansen@bdlaw,com 2011-01-20 KMH Te.J. HariganFarrelly. EPA, Re Ashland Response To DPP_s 20t0-12-16 Latter PDF
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BEVERIDGE
& DIAMOND:c

Karen M., Hansen

13501 Street, N.W.

Suite 700

Washington. D.C. 20005-3311
Direct: {202) 789-6056

Fax: {202) 789-6190
khansen@bdlow.caom

January 20, 2011

Via Electronic Muail

Joan Harrigan-Farrelly

Director, Antimicrobials Division

Office of Pesticide Programs

U.S. Environmental Protection Agency
2777 South Crystal Dr., One Potomac Yard
Arlington, Virginia 22202

Re:  OPP’s December 16, 2010 Letter Regarding the FIFRA Registration
Requirements Applicable to Nalco’s Unregistered Ammonium and Urea Biocides

Dear Ms. Harrigan-Farrelly:

On behalf of Ashland, Inc. (“Ashland”), I am writing to follow-up on two specific aspects
of the Office of Pesticide Programs’ December- 16, 2010 letter confirming that Nalco’s
unregistered urea and ammonium sulfate products are biocides which need to be registered under
FIFRA and that the continued distribution or sale of these unregistered urea and ammonium
sulfate products constitutes a violation of FIFRA. In particular, Ashland seeks to ensure that
EPA fully applies the relevant data requirements of FIFRA to both of Nalco’s unregistered
biocides and does not limit the Agency’s review or Nalco’s data obligations to those items listed
in the December 16, 2010 letter.

1. Nalco’s Applications Must Satisfy All of EPA’s Data Requirements
Associated With Aguatic Non-Crop Biocides

QPP’s letter states that Nalco must submit “full application packages for new active
ingredients” for both products, yet identifies only 11 types of data that must be submitted or
addressed in each of Nalco’s applications for registration.! Ashland is concerned that the

' The data requirements identified by OPP in its December 16, 2010 letter are: (1) chemistry data on the active
ingredient and proposed product; {2) six acute toxicity studies on the active ingredient and proposed product; {3) 2
90-day subchronic study; (4) a developmental toxicity study; {5) a two-generation reproductive stody; {6) a
mutagenicity battery (three studies); (7) a hydrolysis study; (8) an avian oral LD 50 study; (9) a fish acute LC 50

Woaoshington, D.C. Moryland New York Massachusetts New Jersey Texas  California
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BEVERIDGE & DIAMOND«

January 20, 2011
Page 2

Agency’s listing of a subset of applicable data requirements not in any way limit Nalco’s
obligation to satisfy the full range of data requirements that apply to applications for new
products containing ammonium sulfate or urea that produce two different biocides, chloramines
and chlorourea, respectively. As you know, Nalco’s proposed use of urea to produce a
chlorourea biocide for use at pulp and paper mills is not addressed by any prior FIFRA
registration and should be reviewed carefully consistent with EPA’s regulations.

In proposing its new data requirements for antimicrobial products in 2008, EPA stated
that the Agency’s FIFRA “data requirements illustrate the questions the registrant will need to
answer about the safety of the pesticide product before the Agency can register it.” 73 Fed. Reg,
59382, 59386 (Oct. 8, 2008).2 The Agency’s requirements for the registration of antimicrobial
products provide that the “pulp and papermill systems™ use pattern corresponds with the general
use pattern for “aquatic noncrops.” 40 C.F.R, Part 161, App. A(9). Accordingly, any Nalco
application for a pulp and paper mill biocide product must at a minimum demonstrate
satisfaction of each requirement identified by EPA at 40 C.F.R. Part 161 as “Required” (and, as
appropriate, “Conditionally Required™) to support the registration of a new aquatic nonfood
biocide. See, e.g.,, 40 C.F.R. § 152.90(a) (requiring follow-on applications to fulfill all of the
data requirements applicable to a product and its use patterns as if it were “being proposed for
registration under FIFRA Section 3(c)(5) for the first time.”).>

Ashland respectfuily asks that you clarify that the scope of the requirements applicable to
Nalco’s products includes all data requirements associated with aquatic noncrop biocides,
whether or not specifically highlighted by EPA’ December 16, 2010 letter.

2. EPA Must Evaluate the Full Non-Target Exposure Profile of Chlorourea

EPA’s December 16 letter indicates that Nalco must submit chemistry data and the six
required acute toXicity studies using both the “active ingredient” and the “proposed product.” In
the context of Nalco’s ammonium sulfate product (Nalcon 60620), EPA’s letter correctly
identifies the in situ generated biocide that forms upon reaction of that product with sodivm
hypochlorite as chloramine. However, the actual in sifu generated biocide that is formed and
may be released into the environment upon reaction of urea (such as Nalcon 60615) with
hypochlorite is chlorourea. The December 16, 2010 letter appears to confuse the two products as

study; (10} an aquatic invertebrate LC 50 study; and (11) residue studies to delermine chloramine levels that may
oeeur in pulp and paperboard.

? In discussing the newly proposed antimicrobial requirements, EPA expressly advised potential applicants for new
registrations "“to evaluate thelr products in light of the proposed requirements.” 73 Fed. Reg. 59388, Accordingly,
EPA should consider the implications of its proposed requirements on Nalco’s applications,

? See also id. at § 152.86(d)(ii) (requiring that applications be supported by the “types of data that EPA would
require to be submitted if the application sought the initial registration under FIFRA section 3(c)(5) of a product
with composition and intended uses identical or substantially similar to the applicant’s product, under the data
requirements in effect on the date EPA approves the applicant’s present application™).

2
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involving similar chemistries rather than recognize them as distinct biocides warranting separate
evaluation.

In particular, OPP’s December 16 letter inaccurately states that the chlorourea generated
upon reaction of Nalco’s urea product with sodium hypochlorite “undergoes further chemical
reaction to form chloramine.” This is not technically accurate, as demonstrated in the record
before EPA. Therefore, the test substance that Nalco must use for EPA’s data requirements
associated with environmental fate and toxicity to non-target organisms for Nalco’s urea product
is chlorourea, not chloramine.

Requiring that Nalco submit data using chlorourea to evaluate all potential human and
environmental exposure pathways associated with Nalcon 60615 is critical because EPA has
never previously evaluated the possible effects of exposure to chlorourea in any context under
FIFRA. In fact, chlorourea is not well-studied by any U.S. regulatory agency in terms of its most
basic environmental fate and toxicity profile. EPA’s 2002 Tolerance Reassessment Evaluation
Decision (“TRED”) for urea, which relied largely on publicly available literature and identified
no risk concerns for urea within the limits of EPA’s existing tolerance exemptions, did not
consider any risks associated with the generation of chlorourea. Therefore, the data in the TRED
is insufficient to assess the risks associated with chlorourea.

For this reason, EPA’s evaluation of any Nalco application for a urea product with pulp
and paper mill uses must include full consideration of data needs for assessment of human and
other non-target organism impacts resulting from potential exposure to chlorourea. Potential
exposure pathways that nust be considered, for example, include:

® any residues of chlorourea in paper that may migrate into packaged food and thus
require a formal food contact substance notification to the U.S. Food and Drug
Administration (“FDA™);

e any residues of chlorourea in mill effluent water that may migrate into drinking
water and thus require a pesticide tolerance or tolerance exemption from EPA;

« the persistence of chlorourea (and its transformation products) in the
environment;

o potential impacts of chlorourea on non-target aquatic plants;’

* See, e.g, EPA Guideline No, §35.2120 (Hydrolysis).

* EPA’s proposed antimicrobial dala requirements make clear that testing on green algae is required even for
products associated with low environmental exposure. 73 Fed. Reg. 59382, 59416 {Oct. 8, 2008). The results of
this test can then be used by EPA to determine whether other aquatic plant growth studies {including duckweed)
may be required.

3
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o potential impacts of chlorourea on fish and aquatic invertebrates;®

» potential impacts of chlorourea on microorganisms found in biological
wastewater treatment systems;’ and

¢ mutagenicity potential and other genotoxic effects of chlorourea.

FIFRA § 3(a) requires EPA to review pesticides for registration with sufficient
information in order to prevent “unreasonable adverse effects on the environment.”
Accordingly, EPA’s evaluation of Nalco’s applications must include consideration of all
potential exposure pathways for chloramines and chlorourea, in addition to the ful] set of data
requirements associated with the Agency’s assessments of pulp and paper mill biocides
containing urea and ammonium sulfate. EPA should not approve any Nalco registrations for
such products unless and until Nalco has addressed all applicable data requirements and the
Agency possesses and has fully evaluated the information it needs to make the required
determinations.

Ashland respectfully requests a meeting in the near future with the OPP team that is or
will be reviewing any registration applications by Nalco for its ammonium sulfate and/or urea
products. Ashland remains concerned about the safety issues associated with these products
since EPA has not reviewed these risks under FIFRA, and we would like to discuss with you the
distinct chemistries involved with creating chloramines and chlorourea and the implications of
this factual difference for the data that EPA should require of Nalco. We also respectfully
request a written response to these comments so we may stay informed about further EPA data
requirements applicable to Nalco’s unregistered biocides.

Thank you in advance for your attention to these comments and our request for a
meeting.

Sincerely,
Keng M Honsem ey

Karen M. Hansen

¢ See, e.g, EPA Guideline Nos. 850.1075 (Fish Acute LC 50) and 850.10 10 (Aquatic Invertebrate LC 50.

7 To address this concern, EPA has already proposed requiring an activated sludge respiration study (EPA
Guideline No. 350.6500) for any product with proposed use in once-through industrial processes and water systems
— the specific use pattern corresponding to Nalco's products. 73 Fed. Reg. at 59410,

4

299



5
]

BEVERIDGE & DIAMOND:

January 20, 2011
Page 5

cc: 8. Bradbury, Ph.D. (OPP)
R. Kelly (OECA)
P. Ross (OGC)
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Ammonia Application Time Line

*Internal deliberative*
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*Internal deliberative*
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_‘,\\“EU 5’4?5@_ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

AN » Y WASHINGTON, D.C. 20460
3 &
%{ pgo‘if-ccg
January 14, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES
WILLIAM S. UTLEY
NALCO COMPANY
1601 WEST DIEHL ROAD

NAPERVILLE, I 60563-1198

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 13-JAN-11. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your submittal was found to be in full compliance with the standards for submission of
data contained in PR Notice 86-5. A copy of your bibliography is enclosed, annotated with

Master Record ID's (MRIDs) assigned to each document submitted. Please use these numbers in

all future references to these documents. Thank you for your cooperation. If you have any
questions concerning this data submission, please raise them with the cognizant Product
Manager, to whom the data have been released.
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WASHINGTON = NEWYORK = CHICAGO = PpPHOENIX ¢ L0O% ANGELES -~

STEPTOE& JOHNSON

ATTORNEYS AT LAW

WRITER'S DIRECT DIAL
202.429.3095

December 23, 2010

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Attention: Veima Noble, PM 31

Subject: Nalco 60620, EPA File Symbol 1706~

483812-00

1330 Connecticur Avenue, NW
Washington. DC 20036-1795
Tel 2024293000

Fax. 2024293902

steptoe.com

Application for Registration of New Product (Secondary Registration)

Dear Veima;

©On behalf of Nalco Company, enclosed please find an application for registration of Nalco 60620, an
end-useé product containing a new active ingredient, ammonium sulfate. The proposed registration for
Nalco 60620 is for use in an in-situ generating system for use in pulp and paper mills.

Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No. [448-
433, That fact is substantiated by statements made by Buckman, registrant of Busan 1215 (attached to
this letter and available at EPA-HQ-OPP-2009-1005-0003 at electronic pages 4 and 7). Naico velieves
that the correct identification of the active ingredient is ammonium sulfate, which is what is used to
formulate this product. While ammonium sulfate (CAS RN 7783-20-2) does dissociate in aguaeous
solution to a degree, the product does not fully dissociate to ammonium hydroxide (or aqua ammonia)
(CAS RN 1336-21-6), nor does it convert to ammonia (CAS RN 7664-41-7, EPA PC 5302), wkich is a
gas. Regardless of whether the ammonium ion from ammonium sulfate is expected to stabilize.cFlorite
from sodium hypochlorite and monochloroamine; the product for which this submission s made
contains an aqueous solution of ammonium sulfate. As such, Nalco has identified the active ingradient
as ammonium sulfate and has developed this application on that basis. Should the Agency balieve
otherwise, Nalco would be glad to discuss it further. Nalco has conducted the necessary testing with

ammonium sulfate and/or referenced data on that compound.

CENTURY CITY » LONDON o BRUSSBEH sEnnc



Velma Noble
December 23, 2010
Page 2

Despite the identification of the active ingredient as ammonium sulfate, Nalco is relying upon existing
Agency decisions regarding this compound and ‘its dissociation products, which have been used to
support multiple decisions. In particular, se¢ the tolerance reassessment for mineral acids and associated
salts (EPA-HQ-OPP-2002-0162-170), RED and registration review decision documents on mineral
acids, decisions regarding related compounds such as ammonium nitrate (inert ingredient for food use),
and decisions regarding ammonia and ammonium ion from similar compounds, determination by FDA
that ammonium sulfate is a GRAS material when used as a direct food additive (see 21 CFR 184.1143).

This is a PRIA action {Action Code A420). Documentation of prepayment of the PRIA fee is attached
to this letter,

Nalco Company is conducting a storage stability and corrosion characteristics study to address OPPTS
guidelines 830.6317 and 830.6320. A final report will be submitted upon completion of the study. We
request that submission of the final storage stability report when completed be a condition of
registration.

Enclosed with this applicat:on please find:

EPA Form 8570-1, application form

EPA Form 8570-34, Certification with Respect to Citation of Data
EPA Form 8570-35, Data matrix {Agency Use and Public File Copies)
EPA Form 8750-4, Confidential Statement of Formula

Five (5) copies of the proposed labeling

Transmittal Docurmnent _

Three (3) copies of each submitted study

NN W

Please contact me if you have any questions or require any additional information.

Sincerely,

Juli Mann
Paralegal Specialist
jmann@steptoe.com
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TRANSMITTAL DOCUMENT

Submitter

Nalco Company
1601 West Diehl Road
Naperville, IL. 60563

Regulatory action in support of which this package is submitted

Nalco 60620, EPA Registration No. 1706- 4
New product registration gud

Transmittal Date
December 23 2010

Submitted Studics

MRID

Administrative Matarials

Doc 1

48340801

Mann, J. 2010. Nalco 60620: Product Identity and
Composition (Group A). Report No. 60620-Group A. 20
pages, Contains Confidential Business Information.

Doc 2

48340802

Sinning, D. 2010. Ammonium Sulfate: Preliminary Analysis.
Study No. 3430-09. 24 pages.

Doc 3

48340803

Mann, J. 2016. Nalco 60620: Physical and Chemical Properties
(Group B). & pages.

Doc 4

48340804

Elliott, T. 2010. J0694: Determination of pH, Viscosity, and
Density. ABC Study No. 65625. 28 pages.

Doc 5

48340805

Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-
AT. 5 pages.

Doc6

48340808

Hasler, T. 2010. JO6D4: Acute Toxicity to Water Fleas
{(Daphnia magna) Under Static Conditions. Study No.
1151.000.110. 43 pages including 3a.

Doc 7

48340807

Hasler, T. 2010. JO6D4: Acute Toxicity to Bluegill Sunfish
(Lepomis macrochirus) Under Static Conditions. Report No.
1151,000.100. 45 pages including 3a.

Doc 8

48361201

Hasler, T, 2010. JO6D4: Acute Toxicity to Rainbow Trout
(Oncorhynchus mykiss) Under Static Conditions. Report No.
1151.000.103. 45 pages including 3a.

Doc®

48340808

]
Stafford, . 2010. J0G94: Acute Oral Toxicity Test (LD50) with
Northern Bobwhite (Colinus virginianus). Study No.
2009.4100. 52 pages.

Doc 10

48340810

Mann, J. 2010. Nalco 60620: Discussion of Applicator
‘Exposure Data Requirements. Report No. N20I0-AE. 6
pages.

Doc 11

48340811

Hill, D, 2010. Nalco 60620 and Nalco 60615: Discussion of
Residue Issues That May Occur in Pulp and Papermill.
Report No. N2010-Res. 14 pages. Contains confidential
business information.
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Company Official Q&ﬁ MM/V\__

Company Name: / /Steptoe & Johnson, LLP., Authorized Agent for Nalco Company
Company Contact. Juli Mann

Mailing Address 1330 Connecticut Ave., NW, Washington, D.C. 20036

Phone Number: 202-429-3095
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PRECAUTIONARY STATEMENTS:
HUMANS AND DOMESTIC ANIMALS

CAUTION: May cause irritation to the cyes, autl skin. Do not
get in eyes, ou skin, Or on clothing. Do not take internally. Use
with adequate wventilation Rinse thoroughly witlt water after
haudiitg. Remove contaminated clothing and wash clothing before
vense. Wear protective eyewear (goggles, face shield or safety
alasses), protective clothing and protective gloves  (rubber,
chemical resistant) witen handling,

HAZARDS TO

ENVIRONMENTAL HAZARDS

This pesticide is toxic to fish and aquatde organisms. Do wot
disclarge effluent containing this produet into lakes, streams, ponds,
estuaries, oceans, or other waters wuless in accordance with the
vequirements of a National Pollutant Discharge Elimination System
{NI'DES) permit and the permbsting anthority has been nofificd in
writing prior (o discharge. Do not discharge effluent contatning s
product to sewer systems withowt previously notifying the local
sewage treaiment plant authovity, For guidance, contact your Stale
Water Board or Regional Office of the EPA,

STORAGE AND DISPOSAL
PESTICIDE STORAGE: Do no(contaminate water, foed, or feed by sterage
or disposul. Open dumping is prohibited.
PESTICIDE DESPOSAL: Pesticide wastes are (oxic. |mproper disposal of
excess pesticide, spray mixture, or rinsate is & violition of Federal Law. If these
wisics cuinot be disposed of by use according (o Jabet fustructions cenniet your
Stue Pesticide or Enpvironmemial Contrel Ageney, er the Huzardous Wasle
representative al the oeurest EPA Regional Office for guidance,
{Coutmitier Haadhug sirentets uol nppficohic to butk coutvivers)
(fustrocriews for refiffubie coutniners:)
CONTAINER UANDLING: Refillable contaiver. Relill this coutitiner with
pesticide only. Do not rensc this container for any other purpose. Cheaning the
container before final disposal is the responsibifity of Ui person disposing of
the container. Cleaning before refitling is (e responsibility of the refiller. To
clean Uiz containgr before final disposad, empty e renmining conlents frans (his
conttiner inlo appiication equiph®tt or mix tank. Fiil the container about 1)
percent full with water. Agitate vigorousty or recircutate wiater with the pump
for 2 minwes.  Powr or junnp rinsite into spplication equipnient or rinsale
colleciion systeny.  Repeut 945 rinsing procedure two niors Gmes. Theu offer
for recycling, if available, or reconditioning. or punciure and dispose of in
sanitary fandfill, or by odier wocedure approved by state and local authorities,
(hgtractious for nen-refilfubie coutainers grenrer (han 5 geffous:}
CONTAINER HANDLING: Non-refitlhible contiiner. Do net reusc or refill
(his conainer. Triple rinse {Or equivalent) container promplly after einjtying.
Tripie rinse as follows: Empty remaining contents into application equipmen: or
amix k. Fill the contiver %4 full with water. Reptace and tighten closnres.
Tip container on its side and rofl it back, ensuring at least ons couwpicte
revelution, for 30 seconds. Sund dwe continer un its cnd and Gp it baek astd
forl several \anes. Tarn the comtainer over onto its other end and tip it back
and fortlt scveral vimes.  Empty the rinsate Imo application equipment or o nix
tank or store rinsate for Taler use or disposal. Repeat this proceditre two wore
mes. Then offer for reeycling, if aviilable, or reconditiening, or puneture aud
disposc of in a sanitary Jundfill, nr by other procedure approved by stute sd
local aulorites,

M4 \\ALcO

Nalco 60620

A MICROORGANISM CONTROL CHEMICAL

ACTIVE INGREDIENT:

EPA Reg. No. 1706-XXX

EPA Est. No. 1706-1-1 (BP}  EPA Est. No. | 706-WA-1 (VW)
EPA Est. No. 1706-PA-! (EL) EPA Est. No. 1706-LA-2 (PL}
Letter in (} that matches first letter in batch numbet fdentifies the
establisltment number.

KEEP OUT OF REACH OF CHILDREN

CAUTION

FIRST AID ]

@ IF IN EYES: Hold cyes open and rinse slowly mud gently with
water for 15-20 minutes. Remave contaet lenses, i present, afier
tle first 5 minutes, then cotdinue rinsing. Call 2 poison control
center or dJoetor for treatment atlvice.

¢ IF SWALLOWED: Call a pnison control center or doctor
immediately for treatment advice. Have porson sip a glass of
water if able to swallow. 3o ot Rxluce vomiting unless told by
a poison coutrol center or doctor. Do wot give anything to an
UnNCOoNSCiOus person.

a IJF ON SKIN: Taks off contaminated clothing. Rinse skin
immedliately wilt plenty of water for 15-20 minutes. Call a
poison control center or doctor For weatment advice.

o IF INHALED: Move person 1o fresh air.  If person is not
breatling, call 91! or ambulunces, then give arlificial
vespiration, preferably moutlh-to-mounth, if possible. Call a
poison eonirol center or doctor for treatment advice

NOTE: Have the product container or labe! with you when calling 2

poisou conivol center o a doctor, or goiug for treatmetd.

Revised: 12/23/2010

SEE LEFT SIDE PANEL FOR ADDITIONAL
PRECAUTIONARY STATEMENTS.

Naleo Company
1601 West Dicld Roae
Naperville, IL 60563-1198
EMERGENCY PHONE NO. (800) 424-0300

This Product is Not Regulated During Transportation

DIRECTIONS FOR USE

itis a1 violation of Federal Law to use this preduct in a mmanner inconsislent with
ils labeling,

For thie control bacteria, vlgae and fuugi. Nalco 60620 is vsed iu conjunction
with: 1} sodium hiypocldoriie (typically 12:5%) (0 produse s

~chioramine; and 2} the OXiPRO delivery system as described betow.

Nalco 60620 and the sodium hypochlorite are mixed in # speciatly desigaed
systeny dnil produces the stbilized chiorine sofutien on site. ‘flie OxiPHO
delivery system comroller ensures (he automtmtic productien of e diloc
stubilized chiorine soiution, controls Hie optimization of e jroduction process,
and cnsures adequate desing into the waler system requiring treatinent. The
design, treutmeny, instatiation, calibration, und operation of te feeding systein
i all piants should be conducted only by authorize aud trained persomel,

Use of this produet for aity other pirpeses o comtrury to e instructions below,
or withowt tie supervision of authorized totined personust is prohibited.
The stabiiized ehiorine selution preduced by the delivery system is iminedizs

added (0 the process waters for wihich treatiment is required.  The stabilize. - _

chiorine solution 1y be added 10 any point uf wiforny nixing. Addition may
be continuous or internillent depesding o1 the severity of the contunimtion
wlien treatment starts, and on oidier systein operation parameters.

Note: Do uol use other freding modes (0 mix Naleo 60620 and vie sediim
Iypoctiorite.  Nog-autherized personne! are prolibiletl front operating or
otherwise lmndling the feeding systeni or its chenveal ingredicats.

PULP AND PAPERMILL WATER SYSTEMS

A.  SLUG FEED METHOD

lnitigl Dose: When Uy system is noticcubly fouked, add appropriate amount of
NALCO 60620 per 10,000 gallons of water in the sysicni to obtiin fiom | to 10
ppm aviitable chiorne, Repeat uitid control is acliieved. Bauity fouled sysiens
must be cleaned befure treatment is beguin

Subsequent Dose: When microbia! coutrot is evident, add approprizie amoaut of
NALCO 60620 per 10,000 galions of water in the system daily, or as needed 10
mainin eonutred aad keeyl He eliorine resititial at { to 1) ppm.

B. INTERMITTENT FEED METHOD
initial Dose: Whei the system is aoliceatly fouled, adid appropriaw amount =~
NALCO 60020 to obtain 1 to 1Q ppm available clderize. Baily fouled sysu
must be clenned before trealment is begun.

Subsequent Doses Wihen imicrobial contrel is evident, add approjriule wmount of
NALCG 60620 10 obtain 3 1 - 10 jpunresidual.

C.  CONTINUOQUS FEED METHOD

tnitial PDose: When the systent is noliceably foled, add apyrapriate amotnt of
NALCO 60620 per 10,000 gatlons in the systent (o olbtain 1 10 1) ppu available
cliorine, Badly forled systems must be cleuned before eatment is begun,

Subscqoent Dose: Maintain vhis treatment tevel by slarting a eomtituous feed of
NALCO 60620 (o nutimain a 1 lo 10 ppm residual,

NET CONTENTS SHOWN ELSEWHERE ON CONTAINER
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9 WASHINGTON, D.C. 20460
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January 12, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

WILLIAM S. UTLEY

NALCO COMPANY

1601 WEST DIEHL ROAD
NAPERVILLE, I, 60563-1198

Report of Analysis for Compliance with PR Notice 86-5

Thank you for your submittal of 23-DEC-10. Our staff has completed a preliminary
analysis of the material. The results are provided as follows:

Your data submittal was found to be partially in compliance with the standards for
submission of data contained in PR Notice 86-5, with the exceptions noted below. A copy of
your transmittal bibliography 1s enclosed, annotated with the Master Record ID's (MRIDs)
assigned to each document accepted. Please use these numbers in all future references to these
documents.

If deficiencies were found which apply to individual accepted studies, they are listed
below following the applicable MRID. Any document which has been assigned a MRID has
been accepted under PR Notice 86-5. If any comments related to a MRID appear on this report,
they are provided for your information and reference when preparing future submissions. Some
individual documents were not acceptable, and all copies are being returned to you for correction
for the reasons indicated below.

These rejected studies have been assigned separate identification numbers which are
annotated on both the enclosed bibliography and the rejected document labels.

The rejected studies and their deficiencies are described below.

Rejected Study [08]:
* FIFRA Section 10(d)(1) only provides for confidentiality of information which: (A)

discloses manufacturing or quality control processes, (B) discloses the details of any methods for
testing, detecting, or measuring the quantity of any deliberately added inert ingredient of a
pesticide, or (C) discloses the identity or percentage quantity of any deliberately added inert
ingredient of a pesticide... Since your claim covers information entirely outsidethis narrow range

of subject matter, it cannot be accepted.
e P @Q'Ou)‘o .,10;{‘}i/177\..§#

A30Y

0@ _EUN
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S T UNI ED STATES ENVIRONMENTAL PROTECTION AGENCY

.;? 2 WASHINGTON, D.C. 20460
z <
s
CTp—_
January 5, 2011
OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

PLEASE RETURN A COPY OF THIS LETTER WITH PAYMENT
Or Pay On-Line at www.Pay.Gov (See Below for Details)

OPP Decision Number: D-443828

EPA File Symbol or Registration Number: 1706-EUN
Product Name: NALCO 60620

EPA Receipt Date: 23-Dec-2010

EPA Company Number: 1706

Company Name: NALCO COMPANY

WILLIAM S. UTLEY

NALCO COMPANY

1601 WEST DIEHL ROAD
NAPERVILLE, IL 60563-1198

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application for registration. If you
submitted data with this application, the results of the PRN-86-5 screen will be communicated
separately. During the administrative screen, the Office of Pesticide Programs has determined
that this Action is subject to a Pesticide Registration Service Fee as defined in the Pesticide
Registration Improvement Act.

The Action has been identified as Action Code; A380
NEW ALFOOD USE;WITH EXEMPTION;NO FEE: LINKED TO A PRIA APPLICATION;

Please remit payment in the amount of: $46,305 ($104,187 fee minus $57,882 previously paid)
to:

By USPS:
USEPA Washington Finance Center
Pesticide Registration Service Fee
PO Box 979074
St. Louis, MO 63197-9000
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A PRIA decision time review period will not start until a fee waiver is granted and/or the
Agency receives certification that the outstanding fee has been paid. If the Agency does not
receive certification of payment for this action or a fee waiver request within the next 30 days,
the Agency will presume that you no longer want to pursue this action. The Agency will then
reject your application and issue an invoice for any applicable outstanding fees.

If you have any questions, please contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-6427.

Sincerely,

Toreeal

Front End Processing Staff
Information Technology & Resources Management Division
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BUCKMAN LABORATORIES, INC.’S REPLY TO NALCO COMPANY’S DEC. 4. 2667

REQUEST THAT EPA RECONSIDER ITS REGISTRATION FOR AMMONIA
PRODUCTS AS PRECURSORS TO CHLORAMINE USED IN WATER TREATMENT
AND
BUCKMAN LABORATORIES. INC.’S REQUEST THAT EPA IMMEDIATELY
PROHIBIT FURTHER DISTRIBUTION AND SALE OF UNREGISTERED AMMONIA
FOR WATER TREATMENT

Michaei Boucher

McKENNA LONG & ALDRIDGE LLP
1900 K Street, NW

Washington, D.C. 20006

(202) 496-7729

Counsel to

Buckman Laboratories, Inc.

September 2, 2008
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L QOverview

Nalco Company’s (hereinafter, “Nalco’s”) December 4, 2007 “Request That EPA
Reconsider Its Registration for Ammeonia Products as Precursors to Chloramine Used in Water
Treatment and Provide Assurance That There Is No Risk of Enforcement during the
Reconsideration and Any Necessary Transition Period” {heretnafter, “Nalco’s Petition™) 1s a
tirade against EPA’s registrations of BCMW (EPA Reg. No. 1448-432) and Busan 1215 (EPA
Reg. No. 1448.-433), Buckman Laboratories, Inc.’s (hereinafter, “Buckman’s”} manufacturing-
use and end-use ammonia products, respectively. The violence of Nalco’s protest tacitly
acknowledges Nalco’s need to register its own cuurent end-use ammeonia product, Nalcon 60620,
because Nalcon 60620 and Busan 1215 essentially have the same composition, are used by the
same industrial users in the same manner for water disinfection, and are considered
interchangeable products in the marketplace. Nalco’s Petition ignores the unknown and
potentially unreasonable risks presented by the ongoing use of unregistered ammonia to produce
monochloramine (hereinafter, “MCA”}, including human health risks from unapproved residues
of MCA in paper used for food packaging a.nd toxicity to aquatic organisms from MCA residues
in industrial waste water.! Not surprisingly, Nalco also ignores the significant and ongoing
damage being done unfairly to the commercial value of Buckman’s ammonia registrations — and
to Buckman’s ability to recoup its investment in such registrations ~ by Nalco’s ongoing sale of
unregistered ammonia with EPA’s “temporary” permission, which has lengthened to seven

months with no end in sight.

' Coincidentally, we have obtained a pre-publication Federal Register notice, attached hereto as Exhibit “A,” which
reports that Zentox Corporation has petitioned the Food and Drug Administration to use MCA as a food additive,
specifically, “as an antimicrobial agent in poultry process chiller water” (emphasis added), even though EPA has not
registered MCA or ammonia for any such use. This food additive petition underscores the urgent need for EPA to
publicly affirm its jurisdiction over MCA — specifically, to prohibit the further distribution and sale of unregistered
ammonia for any water Ireatment use, including pouliry processing.

-1-
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To justify the status quo, Nalco offers a series of increasingly erratic and unfocused
argaments. Initially, Nalco alleges that ammonia cannot be registered, because it is not an active
ingredient (Nalco’s Petition at 6-7), but later flip-flops and acknowledges that, in fact, EPA can
register a precursor of an active ingredient, where registration of the active ingredient itself is not
practical (Nalco’s Petition at 9) — exactly as EPA has dene with BCMW and Busan 1215,
because the registration of MCA itself for water treatment is impractical. Then, Nalco agrees
that combining ammeonia and sodium hypochlorite produces MCA (Nalco’s Petition at 4), in a
chemical reaction known since the early 1900s, but alleges that MCA is not an active ingredient
that is separate from “chlorine” (hypochlorous acid) (Nalco’s Petition at 8-9, 11), even though
the production of MCA is a reaction that is not considered reversible (i.e., once formed, MCA
does not readily break down into, or otherwise produce, ammonia and hypochlorous
acid’hypochlorite ions), and despite that EPA and industry recognize MCA as a distinct active
ingredient with valuable properties that are different from those of hypochlorous acid. Nalco
also plays variations on the foregoing theme, specifically, that ammonia “sequesters” and
releases “chlorine” by a novel chemical process that Nalco never explains (Nalco’s Petition at 4,
6-7, 11-12), and that ammonia is only an adjuvant used with “chlorine” and, thus, requires no
registration (Nalco’s Petition at 15), even though ammonia reacts completely with sedium
hypochlorite to form a new active ingredient, MCA, and, thus, does not hold or release
hypochlorous acid and does not resemble any adjuvant.

For the foregoing reasons, as articulated and explained in this petition, we respectfully
request pursuant to section 553(e) of the Administrative Procedures Act {5 U.S.C. § 553{¢)) that
EPA deny Nalco’s Petition and immediately prohibit further distribution and sale of unregistered

ammonia for water freatment. Naico has asked for time to register ammonia but neither needs
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nor deserves any additional time. Nalco has had notice of EPA’s policy on the registration of
ammonia for water treatment since the Agency’s registration of Buckman’s ammonia products
on March 6, 2007. Since then — a period of 18 months — Nalco has found ample time to make
two lengthy and duplicative submissions and one responsive submission to EPA in order to
subvert the Agency’s registration of Buckman’s ammonia products. Neither of Nalco’s original
filings ever had a likelihood, much less a certainty, of persuading EPA to revoke its considered
registrations of ammonia, which Nalco knew at the time of its filings. Indeed, as recently as
July 15, 2008, the Agency amended Buckman’s registration of Busan 1215 to add a new use
(industrial water systems), which suggests no intent by EPA to grant either of Nalco’s original
requests to revoke Buckiman’s ammonia registrations. Accordingly, in addition to filing petitions
with EPA, Nalco also should have filed or, at a minimum, prepared itself fully to file an
application to register ammonia sometime during the past 18 months. If, as it appears, Nalco has
chosen instead to focus wholly on a speculative petition effort intended to manipulate EPA into
allowing Nalco to remain on the market without an ammonia registration and, thereby, to
continue to compete with Buckman unfairly and, specifically, to erode its customer base, the
Agency should not now reward Nalco for its gamesmanship with any additional time to register
ammonia.

In preparing this petition on behalf of Buckman, we consulted with scientists and
regulatory consultants at Technology Sciences Group Inc., namely, Dr. Robert Stewart, Vice
President and Managing Director, and Dr. David Brookman, Director of Environmental
Chemistry. Drs. Stewart and Brookman have reviewed and concur in our technical

representations in this petition,
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11, Both Nalco and Buckman sell ammonia for use in proprietary systems in which

ammonia and sodium hypochlorite react to form MCA. which is the active
ingredient supplied by each system for water treatment.

Use of either Nalco’s or Buckman’s end-use ammonia product, as labeled, generates the
same main active ingredient, MCA (monochloramine), which is formed by a chemical reaction

that occurs at the time of use. The general reaction is as follows:

Figure 1
base
HoCclocr + NH3MNH* ———  NHyCl ———= NHCl, — NCl;
Hypoclorous acid/ Ammonia/ Monochioramine Dichloramine Nitrogen
hypochlorite ion ammonium: ion trichloride

The reaction is normally terminated at the stage where MCA is formed, but dichloramine and

nitrogen trichloride also may occur,

The nominal active ingredient in Nalco’s end-use ammonia product (Nalcon 60620) is
“ammonium sulfate” and in Buckman’s end-use ammonia product {Busan 1215} is “ammonia
(total),” which derives from an aqueous mixture of ammonia and ammonium sulfate. Therefore,
both products provide ammonia or ammonium ions in the reaction shown in Figure | above, and

both lead to the in-situ generation of one or more chloramines.

According to its label, attached hereto as Exhibit “B,” Nalcon 60620 is an unregistered
formulation consisting of 20% ammonium sulfate and 80% *“‘constituents ineffective as spray
adjuvants,” presumably water. Nalco sells Nalcon 60620 as part of its “OxiPRO™ Deposit
Control Technology” and, specifically, for use in Nalco’s “OxiPRO Feed System,” which is
illustrated and described in a Nalco proposal and a Nalco slide presentation attached hereto as
Exhibits “C” and “D,” respectively. Nalco’s label for Nalcon 60620 and Nalco’s materials on
the OxiPRO Feed System describe a process in which a Nalco technician adds Nalcon 60620 to

-4-

319



RANSMITTAL DOCUME. I

Sabmitter

Nalco Company
1601 West Dieht Road
Naperville, II. 60563

Regulatory action in support of which this package is submitted
Nalco 60620, EPA Registration No. 1706-

New product registration

Transmittal Date
December 23 2010

Submitted Studies

MRID
— Administrative Materials
Doc 1 48340801 Mann, J. 2010. Nalco 60620: Product Identity and
Composition (Group A). Report No. 60620-Group A. 20
pages. Contains Confidential Business Information.
Doc 2 48340802 Sinning, D. 2010, Ammonium Sulfate: Preliminary Analysis.
Study No. 3430-09. 24 pages.
Doc 3 48340803 Mann, . 2010. Nalco 60620: Physical and Chemical Properties
(Group B). 6 pages.
Doc 4 48340804 Elliott, T. 2010. J06%94: Determination of pH, Viscosity, and
Density. ABC Study No. 65625, 28 pages,
Doc 5 48340805 Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-
AT. 5 pages.
Doc 6 48340808 Hasler, T. 2010. J06D4: Acute Toxicity to Water Fleas
(Daphnia magna) Under Static Conditions. Study No.
1151.000.110. 43 pages including 3a.
Doc 7 48340807 Hasler, T. 2010. J06D4: Acute Toxicity to Bluegill Sunfish
(Lepomis macrochirus) Under Static Conditions. Report No.
1151.000.100. 45 pages including 3a.
Doc 8 W Hasler, T. 2010, JOOD4: Acute Toxicity to Rainbow Trout
E{%"”ﬁﬁig{}’l (Oncorhynchus mykiss) Under Static Conditions, Report No.
1151.000.103. 43 pages including 3a.
Doc ¢ 48340808 Stafford, J. 2010, J0694: Acute Oral Toxicity Test (LDS0) with
Northem Bobwhite (Colinus virginianus). Study No.
2009.4100. 52 pages.
Manrn, J. 2010. Nalco 60620: Discussion of Applicator
B L
Doc 10 48340810 Exposure Data Requirements. Report No. N2010-AE. 6
pages.
Doc 11 48340811 Hill, I3. 2010, Nalco 60620 and Nalco 60615: Discussion of

Residue Issues That May Occur in Pulp and Papermill.
Report No. N2010-Res. 14 pages. Contains confidential
business informaton.
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Company Official Qﬂ- §M

Company Name: Steptoe & Johnson, LLP., Authorized Agent for Nalco Company
Company Contact: Juli Mann

Mailing Address 1330 Connecticut Ave., NW, Washington, D.C, 20036

Phone Number: 202-429-3095
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STEPTOE & JOHNSONu

ATTORNEYS AT LAW

WRITER'S DIRECT DIAL 1330 Connecticut Avenue, NYW
202.429 3095 Washington. DC 20036-1795
Tel 2024293000
Fax 2024293902

steproe.com

December 23,2010

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
One Potomac Yard

27777 South Crystal Drive

Arlington, VA 22202

Attention: Velma Noble, PM 31

Subject: Nalco 60620, EPA File Symibol 1706--
Application for Registration of New Product {Secondary Registration)

Dear Veima:

On behalt of Nalco Company, enclosed please find an application for registration of Nalco 60620, an
end-use product containing a new active ingredient, ammonium sulfate. The proposed registration for
Nalco 60620 is for use in an in-situ generating system for use in pulp and paper mills.

Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No. 1448-
433, That fact is substantiated by statements made by Buckman, registrant of Busan 1215 (attached to
this letter and available at EPA-HQ-OPP-2009-1005-0003 at electronic pages 4 and 7). Naid beiieves
that the correct identification of the active ingredient is ammonium sulfate, which is what isiused fo
formulate this product. While ammonium sulfate (CAS RN 7783-20-2) does dissociate in aquacous ..
solution to a degree, the product does not fully dissociate to ammonium hydroxide (or aqua ammonia) : °
(CAS RN 1336-21-6), nor does it convert to ammonia (CAS RN 7664-41-7, EPA PC 5302); whkich isas»: =
gas. Regardless of whether the ammonium ion from ammonium sulfate is expected to stabilize.cElorite  *”
from sodium hypochlorite and monochloroamine, the product for which this submission is made” S
contains an agqueous solution of ammonium sulfate. As such, Nalco has identified the active.ingredient

as ammonium sulfate and has developed this application on that basis. Should the Agency believe

------

ammonium sulfate and/or referenced data on that compound.

322

WASHINGTON o NEW YORK « CHICAGO + PHOENIX + LOS ANGELES « CENTURY CITY + LONDON + BRUSSELS « BENING



Velma Noble
December 23, 2010
Page 2

Despite the identification of the active ingredient as ammonium sulfate, Nalco is relying upon existing
Agency decisions regarding this compound and its dissociation products, which have been used to

support multiple decisions. In particular, see th i
EPA-HQ-OPP-2002-0162-170

&t

This is a PRIA action (Action Code A420). Documentation of prepayment of the PRIA fee is attached
to this letter.

Nalco Company is conducting a storage stability and corrosion characteristics study to address OPPTS
guidelines 830.6317 and 830.6320. A final report will be submitted upon completion of the study. We
request that submission of the final storage stability report when completed be a condition of
registration.

Enclosed with this application please find:

EPA Form 8570-1, application form

EPA Form 8570-34, Certification with Respect to Citation of Data
EPA Form 8570-35, Data matrix (Agency Use and Public File Copies)
EPA Form 8750-4, Confidential Statement of Formula

Five (5) copies of the proposed labeling

Transmittal Document )

Three (3) copies of each submitted study

Al ol

Please contact me if you have any questions or require any additional information.

Sincerely,

Juli Mann
Paralegal Specialist
jmann@steptoe.com
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TRANSMITTAL DOCUMENT

Submitter

Nalco Company
1601 West Diehl Road
Naperville, IL. 60563

Regulatory action in supperi of which this package is submitted
Nalce 60620, EPA Registration No. 1706-

New product registration

Transmitta] Date
December 23 2010

Submitted Studies

MRID

Administrative Materials

Boc 1

48340801

Mann, J. 2010. Nalco 60620: Product Identity and
Composition (Group A). Report No. 60620-Group A. 20
pages. Contains Confidential Business Information.

Doc?2

48340802

Sinning, . 2010. Ammonium Sulfate: Preliminary Analysis.
Study No. 3430-09. 24 pages.

Doc 3

48340803

Mann, ¥. 2010. Nalco 60620: Physical and Chemical Properties
(Group B). 6 pages.

Doc 4

48340804

Elliott, T. 2010. J0694: Determination of pH, Viscosity, and
Density. ABC Study No. 65623. 28 pages.

Doc 5

48340805

Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-
AT. 5 pages.

Boc o

48340808

Hasler, T. 2010. JO6D4: Acute Toxicity to Water Fleas
(Daphnia magnea) Under Static Conditions. Study No.
1151.000.110. 43 pages including 3a.

Doc 7

48340807

Hasler, T. 2010. J06D4: Acute Toxicity to Bluegill Sunfish
(Lepomis macrochirus) Under Static Conditions. Report No.
1151.000.100. 45 pages including 3a.

Doc §

48361201

Hasler, T. 2010. J06P4: Acute Toxicity to Rainbow Trout
(Oncorhynchus mykiss) Under Static Conditions. Report No.
1151.000.103. 45 pages including 3a.

Doc©

48340808

Stafford, J. 2010. J0694: Acute Oral Toxicity Test (LD50) with
Northern B obwhite (Colinus virginianus). Study No.
2009.4100. 52 pages.

‘Poc 10

48340810

Mann, J. 2010. Nalco 60620: Discussion of Applicator
Exposure Data Requirements. Report No. N2010-AE. 6
_pages.

Doé 11

48340811

l

Hill, D. 2010. Nalco 60620 and Nalco 60615: Piscussion of
Residue Issues That May Occur in Pulp and Papermill.
Report No. N2010-Res. 14 pages. Coniains confidential
business information.
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Company Official Q’fl—ﬁ %Aﬂ/y\,

Company Name: { fSteptoe & Jotmson, LLP., Authorized Agent for Nalco Company
Company Contact: Juli Mann

Maiting Address 1330 Connecticut Ave., NW, Washington, D.C. 20036

Phone Number: 202-429-3095
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Form Approved OMB No, 2070-0060

s UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
im§ 401 M STREET, S.W.
i WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the
necessary forms, Send comments regarding burden estimate or any other aspect of this callection ot information, including suggestions for reducing the
burden to: Director, OPPE information Management Division (2137], U.S. Environmental Protection Agency, 401 M Sirest, S.W., Washington, DC
20460,

Do not send the completed form to this address.

Certification with Respect to Citation of Data

Applicant's/Registrant's Name, Address, and Telephone Number EPA Registration Nurnber/File Symbol
Nalco Company R
t601 West, Diehl Road 1706- L U N

Naperville, IL 60563
Tel: 630-305-1455

Active Ingredient(s) and/or representative test compound(s) ) Date

Ammonium sultate (PC 560 t} December 23 2010
General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158) Product Name
Indoor nonfood Nalco 60620

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not need
to submit this form. You must submit the Formulators Exemption Staternent (EPA Form 8570-27)

{ am responding to a (ata-Call-In Notlice, and have included with this form a fist ot companies sent offers of compensation (the Data Matrix form
D should be used tor this purpose).

SECTION I: METHOE OF DATA SUPPORT (Check one method only)

| am using the cite-all method of suppon, and have included with | am wsing the selective method of support (or cite-all option
|:| this form a list of companles sent offers ot compensation (the Data Izl under the selective method), and have included with this form

Matrix form shoulkd be used for this purpose) a completed list of data requirements (the Data Matrix form
must be used).

SECTION H: GENERAL OFFER 70 PAY

{Required if using the cite-all method, or when using the cite-all option under the selective method to satisfy one or more data requirements)

IE | hereby offer and agree 10 pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA

SECTION tii: CERTIFICATION

| certify that this application tor registration, this form for reregistration or this Data-Call-in response is supported by all data submitted or cited in
the application for regisiration, the form for reregistration, or the Qata-Cali-In response. in addition, if the cite-all option or cite-all option under the
selective method is indicated in Section f, this applicafion is supported by all data in the Agency's tiles that ( t} concern the properties or effects of this
preduct or an identical or substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to
be submitted under the data requirements In effect on the date of approval of this application if the application sought the initial registration of a product of
identicat or similar composition and uses.

| certify that tor each exclusive use study cited in support of this registration or reregistration, that { am the original data submitter or that | have
obtained the written permission of the original data submitted to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exciusive use study, either: (a) | am the original data
submitter; {b) { have obtained the permission of the original data submitter to use the study in support ot this application; (c) all periods of eligibility for
compensation have explred for the study; (d) the study is in the public literature; or (e) | have notified in wriling the company that submitted the study and
have offered {i} to pay compensation to the extent required by sections 3{c)(1){F} and/or 3(c)(2}(B) of FIFRA; and (ii} to commence negotiations to
determine the amount and terms of compensation, if any, to be paid for the use of the study.

I certify that in all instances where an offer ot compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1){F) and/or 2(c){21{B) of FIFRA are available and will be submitted to the Agency upeon request. Should | fail to produce
such evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancet or suspend the registration of my product In
corformity with FIFRA.

| certlfy that the statements f have made on thls form and all attachments to it are true, accurate, and complete. { acknowiedge that any
knowlngly false or misleading statement may be punlshabie by fine or Imprisenment of both under appllcable law.

Date Typed or Printed Name and Title

re
. t2/23/2010 tinda J, Fane
% 4 g ) M Staff Product Chemist

Signatul

EPA Form 8570-34 (9-97) Efecrronic and Paper versions availabie. Submit oniy Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
441 M Street, S, W.
WASHINGTON, D.C, 20466

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 .
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 1 of 6
1706- E sty
Applicant's/Registrant's Name and Address: Nalco Company Product: Naleo 68626
1601 West Diehl Road
Naperville, IL. 60563
Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
PRODUCT SPECIFIC
QPPTS 830.1550 Product identity and composition Bl ool Nalco Company Own See Doc, |
QPPTS 830.1600 Description of starting materials Yny 0%t § Nalco Company Own See Doc. |
OPPTS 830.1620 Description of production process 4 434e 301 Nalco Company Own See Doc. |
OPPTS 830.1670 Discussion of formation of impurities 5834 0%2} | Nalco Company Qwn See Doc. |
OPPTS 830.1700 Preliminary analysis Qe34Ax a3 | Nalco Company QOwn See Doc. 2
QPPTS 830.1750 Certified limits 4 ¢34 a2} | Nalco Company Own See Doc. |
OPPTS 830.1800 Enforcement analytical method Y34 004 Nalco Company Own See Doc. L
OPPTS 830.6302 Color 4¥34n¥03 | Nalco Company Own See Doc. 3
QPPTS 830.6303 Physical state 49340303 | Nalco Company Own See Doc. 3
OPPTS 830.6304 Odor 4 534 0263 | Nalco Company Own See Doc. 3
OPPTS 830.6313 Stability to normal and elevated temperatures 4834 0%0'3 | Nalco Company Own See Doc. 3
OPPTS 830.6314 Oxidizing reducing action 4 ¥340%a3 § Nalco Company QOwn See Doc. 3
QPPTS 830.6315 Flammability 4 %834 0%¢3 | Nalco Company Qwn See Doc. 3
OPPTS 830.6316 Explodability 4 334 {0 $§03 | Nalco Company Own See Doc. 3
QPPTS 830.6317 Storage stability 4 8340303 | Nalco Company Qwn See Doc. 3
OPPTS 830.6319 Miscibility 4 x 34 0§33 { Nalco Company Own See Doc. 3
OPPTS 830.6320 Corrosien characteristics i #3534 0803 | Nalco Company Qwn See Doe. 3
OPPTS 830.6321 Dielectric breakdown voltage ) &3’{ ¢ 303 | Nalce Company Own See Doc. 3
OPPTS 830.7000 pH | U¥540504 | Nalco Company Own See Doc. 4
OPPTS 83,7050 LJV/Visible absorption 4 834 0 803 | Nalco Company Own See Doc. 3
QPPTS 830.7100 Viscosity of liquids ~1 ¢ 340X | Nalco Company Qwn See Doc. 4
OPPTS 830.7200 Melting point 42340803 | Nalco Company Qwn See Doc. 3
OPPTS 830.7220 Boiling point 4 5340803
Signature Name and Title Date
- Linda I. Fane
ﬁ\"@"“/ a Q ' M/ e Staff Product Chemist DBQ75, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Avenev Infernal Tea Cany




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

481 M Sireet, S, W.
WASHINGTON, D.C, 20466

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 .
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the

burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 2 of 6
1706-
Applicant's/Registrant's Name and Address: Nalco Company Product: Naleo 60620
1601 West Dichl Road
Naperville, II. 60563

Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
OPPTS §30.7300 Density/relative density/bulk density - Y 836804 | Nalco Company Own See Doc, 4
CPPYS 830.7370 Dissociation constant A83450%33 | Nalco Company QOwn See Doc. 3
OPPTS 83(..7520 Particle size, fiber length, and diameter distribution | %% 34 aga3 | Nalco Company Own SeeDuoc. 3
QPPTS §30.7550 Qctanol water partition 4 34 p¥o3 [ Nalco Company Own See Doc. 3
OPPTS §30.7840 Water solubility B339 0403 | Nalco Company Own See Doc. 3
OPPTS 830.7950 Vapor pressure %24 (0803 | Nalco Company Own See Doc. 3
OPPTS 8701100 Acute oral toxicity 11 33y CF3S | Nalco Company Own, Pub | See Doc. 5
OPPTS 870.1200 Acute dermal toxicity %34 030%5 | Nalco Company Own, Pub | See Doc. 5
QPPTS 870.1300 Acute inhalation toxicity 4% 34 0808 | Nalco Company Own, Pub | See Doc. §
OPPTS 870.2400 Acute eye irritation 4§73 0&% | Nalco Company Own, Pob | See Doc. 5
OPPTS 870.2500 Acute dermal irritation 4 %34 0¥aS | Nalce Company Own, Pub | See Doc. 5
QPPTS §70.2600 Skin sensitization Y X34 0%04 | Nalco Company Own, Pub | See Doc. 5
GENERICDATA | b b
OPPTS §30.1550G Product identity and composition Cite all Pay, Pub,

Old
OPPTS 83C.1600 Description of starting materials Cite all Pay, Pub,

Old
OPPTS §30.1620 Description of manufacturing method Cite all Pay, Pub,

Old
OPPTS 830.1670 Discussion of formation of impurities Cite all Pay, Pub,

Old
Signature Name and Title Date

- . Linda J. Fane
C;f;"{“ 9 ./ ane, . Staft Product Chemist D328, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Sobmit only Paper version.

A gonev Intornal Tlea Canss




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
lours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460, Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 3 of 6
1706-
Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620
1601 West Diehl Road
Naperville, I, 60563
Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
OPPTS 830.1700 Preliminary analysis Cite all Pay, Pub,
Old
OPPTS 830.1750 Certified limits Cite all Pay, Pub,
Old
OPPTS 830.1800 Enforcement analytical method Cite all Pay, Pub,
Old
OPPTS 830.6302 Color Cite all Pay, Pub,
Old
OPPTS §30.6303 Physical state Cite all Pay, Pub,
Old
OPPTS 830.6304 Odor Cite all Pay, Pub,
Old
OPPTS 830.6313 Stability to normal and elevated temperatures Cite all Pay, Pub,
Old
OPPTS §30.6314 Oxidizing reducing action Cite all Pay, Pub,
Old
OPPTS 830.6315 Flameability Cite all Pay, Pub,
Old
OPPTS 830.6316 Explodability Cite all Pay, Pub,
Old
OFPTS 830.6317 Storage stability Cite all Pay, Pub,
Old
OPPTS 830.6319 Miscibility Cite all Pay, Pub,
Old
Signature Name and Title Date
Ca: g 4 Linda J. Fane
0\{ emola 9 ' 2N Staff Product Chemist 8288, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Infernal Tlea Moanv




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 .
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this cellection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137),
U.S. Environmental Protection Agency, 40 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 4 of 6
Applicant's/Registrant's Name and Address: Nalce Company Ii’jc()):l;ct: Naico 606240
1601 West Diehl Road
Naperville, . 60563
Ingredient; Ammonium sulfate {PC 5601)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
OPPTS 830.6320 Corrosion characteristics Cite all Pay, Pub,
OFPTS 830.6321 Dielectric breakdown voltage Cite all I(’)z:;l Pub,
QPPTS 830.7000 pH Cite all I(’)J{:r Pub,
OPPTS §30.7050 UV/Visible absorption Cite all E’lli Fub,
OPPTS 830.7100 Viscosity of liguids Cite all i(’):;g, Pub,
OPPTS 830.7200 Melting point Cite all (P;zllg, Pub,
OPPTS 830.7220 Boiling point Cite all gTy, Pub,
OPPTS 830.7300 Density/relative density/bulk density Cite all lel{:! Pub, v
OPPTS 830.7370 Dissociation constant Cite all Eas, Pub,
OPPTS 830.7520 Particle size, fiber length, and diameter distribution | Cite all I?zf', Pub,
OPPTS 830.7550 Octanol water partition Cite all %l%, Pub,
OPPTS 830.7840 Water solubility Cite all Pay, Pub,
Old
Signature ;’/“6{4 9 M/}b\ Iljz:] rél:: j:t.ng;‘:atle Date
Staff Product Chemist DaRpp, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Agency Internal Use Copy




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.

WASHINGTON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Waslington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 5 of 6
1706-
Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620
1601 West Diehk! Road
Naperville, IT. 60563
Ingredient: Ammonium sulfate (PC 5601}
Guideline Reference Number (Guideline Study Name MRID Nutmber | Submitter Status Note
OPPTS 830.7950 Vapor pressure Cite all Pay, Pub,
Old
OPPTS 870.1100 Acute oral toxicity Cite all Own, Pub
OPPTS 870.1200 Acute dermal toxicity Cite all Own, Pub
QPPTS 870.1300 Acute inhalation toxicity Cite all Own, Pub
OPPTS 870.2400 Acute eye irritation Cite all Own, Pub
OPPTS 870.2500 Acute dermal irritation Cite all Own, Pub
OPPTS 870.2600 Skin sensitization Cite all Own, Pub
OPPTS 850.1010 Acute toxicity to water fleas (Daphnia magna) (234 0 30k Nalco Company Own See Doc. 6
under static conditions "
OPPTS 850.1075 Acute toxicity to bluegill sunfish {Lepomis L!&S‘JO 309 Nalco Company Own See Doc. 7
macrochirus) under static conditions '
OPPTS 850.1075 Acute toxicity to rainbow trout (Oncorhynchis 4%35190 Nalco Company Own See Doc. 8
mykiss) under static conditions 1201
OPPTS 850.1400 Fish early-life stage toxicity Cite all Pay, Pub,
ld
OPP'TS 850.1500 Fish life-cycle toxicity Cite all Pay, Pub,
Old
OPPTS 850.2100 Acute qral toxicity (LD 50) with Northern 48 3‘-{ 0809 Nalco Company Own See Doc. ¢
Bobwhite
OPPTS §70.3250 90-day dermal - rodent Cite all Pay, Pub,
Old
OPPTS 870.3700 Developmental toxicity Cite all Pay, Pub,
Old
Signature Narne and Title Date
A« g . [ Linda J. Fane
%’L o Staff Product Chemist D3, 2010

EPA Form 8570-33 (9-97) Electronic and Paper versions available. Submit only Paper version.

Apenev Intarnal Tlea Olany




Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY .
401 M Strect, S.W.
WASHINGTON, D.C, 20466

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 -

hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),

1.8, Environmental Protection Agency, 401 M Street,

S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 6 of 6
1706-
Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620
1601 West Diehl Road
Naperville, II. 60563

Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
OPPTS 870.5100 Gene mutation (Ames test) Cite all Pay, Pub,

Old
QPPTS 8705300 Structural chromosome Cite all Pay, Pub,

Old
OPPTS 870.5550 Other genotoxic effects Cite all Pay, Pub,

Old
OPPTS 8§70.6200 Acute neurotoxicity Cite all Pay, Pub,

Old
OPPTS 870.7800 Immunotoxicity Cite all Pay, Pub,

Old
QPPTS 875.1200 Diermal exposure - indoor G ¥4 AKIO Nalco Company Own See Doc, 10
OPPTS 875.1400 Inhalation exposure - indoor HX3nRio Nalco Company Own See Doc. t0
QPPTS 875.2800 Descriptions of human activity &34 ag 10 | Nalco Company Own See Doc. 10
OPPTS 835.2100 Hydrolysis Cite all Pay, Pub,

Old
Non-guideline Residue 4340811 | Nalco Company Own See Doc. L1
Data Submitters for Ammoniwm sulfate (PC Cede 5661) (Sept. 30, 2010 listing):
Brewer International, Inc. (company number 33136)
Pursell Technologies, Inc. (company number 73614}
Zhejiang Tide Cropscience Co., Ltd (company number 80697)
Data Submitters for Ammonia (PC5302): (Sept, 36, 2618 listing):
Buckman Laboratories, Inc. (company number 1448) Armatron International, Inc. (company number 3447 3)
Spray Drift Task Force (company number 66607) Certis USA, LLC (company number 70051)
Lang Laboratories, Inc. (company number 71215)
Signature Name and Title Date

W g . M/},L Linda J. Fane
Staff Product Chemist DR328, 2010

EPA Form §570-35 (9-97) Electronic and Paper versions available, Submit only Paper version.

Agency Internal FHse Canv



Form Approved OMB No. 2670-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY -
401 M Street, S.W.

WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 -
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burder estimate or any other aspect of this cellection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Enviropmental Protection Agency, 401 M Sueet, S.W., Washington DC 20460. De not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 1 of 6
1706-

Appbcant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620

1601 West Diehl Road

Naperville, I 60563
Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number [ Guideline Study Name [ MRID Number | Submitter Status Note |

Nalco Company Own See Doc. ]
Nalco Company Qwn See Doc. ]
Nalco Company Qwn See Dac. ]
Nalco Company Own See Doc. ]
Nalco Company Qwn Seelloc. 2
Nalco Company Own See Doc. 1
Nalco Company Qwn See Doc. ]
Nalco Company Own See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Own SeeDoc. 3
Nalco Company Qwn See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Qwn See Doc. 3
Nalco Company Own See Doc. 3
Nalco Company Qwn See Doc. 4
Nalco Company Qwn See Doc. 3
Nalco Company Own See Doc. 4
Nalco Company Own See Doc. 3
Signature Name and Title Date
) Linda I. Fane
%&(&(@ 9 WA Staff Product Chemist D&373, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versicns available. Submit only Paper version. Public File Conv



Form Approved OMB No, 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, 5,W,
WASHINGTON, D.C. 2{460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 |
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OFPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 2 of 6
E706-
Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 60620
1601 West Diehl Road
Naperville, IL. 60563
Ingredient: Ammonium sulfate (PC 3601)
Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note
alco Company Own See Doc, 4
alco Company Own See Doc. 3
alco Company Own See Doc, 3
alco Company Own See Doc. 3
alco Company Own See Doc. 3
alco Company Own See Doc. 3
alco Company Own, Pub | See Doc. 5
alco Company QOwn, Pub i See Doc. §
alco Company Own, Pub { See Doc. 5
alco Company Own, Pub_§ See Doc. 3
alco Company Own, Pub | See Doc. §
alco Company Own, Pub | See Doc. 5
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Qld
Signature Name and Title Date
” z’ 6 Linda }. Fane
X “ g Staff Product Chernist [8843. 2010

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Pubtlic File Conv



Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY .

401 M Street, S, W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25
hours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.
DATA MATRIX

Date: December 23, 2010 EPA Reg No./ File Symbol Page 30f 6

1706-

Applicant's/Registrant's Name and Address: Nalco Company Product: Nalco 68620
1601 West Diehl Road
Naperville, II. 60563

Ingredient: Ammornium sulfate (PC 5601)

Guideline Reference Number Guideline Study Name MRID Number | Submitter Status Note

Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Qld
Pay, Pub,
Old
Pay, Pub,
Qld
Pay, Pub,
Old
Pay, Pub,
Old
Pay, Pub,
Old

Name and Title Date
M Q ﬁZL..P/' Linda [. Fane
A Staff Product Chemist Dan 23, 2010

EPA Form $570-35 (9-97) Electronic and Paper versions available, Submit only Paper version. Public File Conv

Signature




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.

WASHING'TON, D.C. 20460

Form Approved OMB No. 2070-0060

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 -

hours per response for reregistration and special review activities, ineluding time for reading the instruction and completing the necessary forms. Send comments regarding the

burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137},

U.S. Environmental Protection Agency, 401 M Street, 5.W., Washington DC 20460. Do not send the form to this address.

DATA MATREX

Date: December 23, 2010

EPA Reg No./ File Symbol
1706-

Page 4 of 6

Applicant's/Registrant’'s Name and Address: Nalco Company
1601 West Diehl Road

Naperville, IL. 60363

Product: Nalco 60620

Ingredient: Ammonium sulfate (PC 5601)

Guideline Reference Number

Guideline Study Name

MRID Number | Submitter

Status

Note

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay. Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Pay, Pub,
Old

Signature

Henda Gt g

Name and Title
Linda J. Fane
Staff Product Chemist

Date

RGBS, 2610

EPA Forin §570-35 (9-97) Electronic and Paper versions available. Submit only Paper version.

Public File Conv



) Form Approved OMB No. 2070-0060
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY ‘

401 M Street, S.W.
WASHINGTON, D.C, 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 -
liours per response for reregistration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {21 37),
U.S, Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form to this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 5 of 6
1706-
Applicant’s/Registrant’s Name and Address: Nalco Company Product: Nalco 60620
16G1 West Diehl Road
Naperville, IL. 60563
Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number Guideline Study Name [ MRID Number | Submitter Status Note
Pay, Pub,
Old
Qwn, Pub
Own, Pub
Chwo, Pub
Own, Pub
Own, Pub
Own, Pub
Nalco Company Own See Doc. 6
Nalco Company Qwn See Doc. 7
Nalco Company Own See Doc, 8
Pay,Pub, { .
Qld
Pay, Pub,
Old
Nalco Company Own See Doc. &
Pay, Pub,
Old
Pay, Pub,
Old
Signature . Name and Title Date
m g M Linda J. Fane
Staff Product Chemist PxR23, 2010

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Prrhlin Wil o



Form Approved OMB No. 2070-0060

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average (.25 hours per response for registration activities and 0,25
hours per response for reregisiration and special review activities, including time for reading the instruction and completing the necessary forms. Send comments regarding the
burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137),
U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC 20460. Do not send the form (o this address.

DATA MATRIX
Date: December 23, 2010 EPA Reg No./ File Symbol Page 6of 6
1706-
Applicant’s/Registrant's Name and Address: Nalco Cotnpany Product: Naleo 60620
1601 West Dichl Road
Naperville, IL. 60563
Ingredient: Ammonium sulfate (PC 5601)
Guideline Reference Number Guideline Study Name MRID Number ! Submitter Status Note
Pay, Pub,
Old
Pay, Pub,
Qld
Pay, Pub,
Old
Pay, Pub,
Qld
Pay, Pub,
Qld
Nalco Company Own See Doc. 10
Nalco Company Own See Doc. 10
Nalco Company Qwn See Doc. 10
Pay, Pub,
Qld i
Nalco Company Own See Doc, 11
Data Subinitters for Ammonium sulfate (PC Code 5601) {Sept. 30, 2010 listing):
Brewer International, Inc. (company number 33136)
Pursell Technologies, Inc. (company nutnber 73614)
Zhejiang Tide Cropscience Co., Ltd (company number 80697)
Data Submitters for Ammonia (PC5302): (Sept. 36, 2010 listing):
Buckman Laboratories, Inc. {company number 1448} Armatron International, Inc. (company number 34473}
Spray Drift Task Force (company number 66607) Certis USA, LLC (company number 70051)
Lang Laboratories, Inc. {company number 71215)
Signature Name and Title Date
8 %‘&& 9 @//{} Linda J. Fane
Staff Product Chemist Des, 2010

EPA Forin 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy



Mann, Juliana

From: paygovadmin@maill.doc.twal.gov

Sent: Waeadnesday, December 22, 2010 12:53 PM
To: Marn, Juliana

Subject: Pay.Gov Payment Contirmation

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.
Your fransaction has been succeassfully compieted,
Transaction Summary

Appiication Name: PRIA Service Fees
Pay.gov Tracking 1D: 252625P6
Agency Tracking 1D; 741616574639

Account Holder Nome: Mark G. Mualiner
Transaction Type: Sale

Transaction Amount: $57,882.00

Billing Address: 1601 W. Diehl Road

City: Naperville

State/Province: IL

Zip/Postal Code: 6054631198

Country: USA

Card Type: Master Card

Card Nupnber; *****s*5143
Transaction Date: Dec 22, 2010 12:52:55 PM

Decision Number:

Registration Number,

Company Name: Nalco Company
Company Number: 1706

Action Code: A420
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_TEPTOE&JOHNSONw |

ATTORNEYS AT LAW

WERITER'S DIRECT DIAL 1330 Connecticut Avenue, NW
2024293095 Washington. DC 20036-1795
Tel 2024293000
Fax 202.4293902

stepioe.com

December 23, 2010

Document Processing Desk (APPL)
Office of Pesticide Programs (7504P)
U.S. Environmental Protection Agency
One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

Attention: Veima Noble, PM 31

Subject:  Nalco 60620, EPA File Symbol 1706-- £UN
Application for Registration of New Product {Secondary Registration)

Dear Vaima:

On behalf of Nalco Company, enclosed please find an application for registration of Nalco 60620, an
end-use product containing a new active ingredient, ammoniuam sulfate. The proposed registration for
Nalco 60620 is for use in an in-situ generating system for use in pulp and paper mills.

Nalco 60620 is substantially similar to an existing registered product, Busan 1215, EPA Reg. No. 1448-
433. That fact is substantiated by statements made by Buckman, registrant of Busan 1215 (attached to
this letter and available at EPA-HQ-OPP-2009-1005-0003 at electronic pages 4 and 7). Naicd believes
that the correct identification of the active ingredient is ammonium sulfate, which is what is used to
formulate this product. While ammonium sulfate (CAS RN 7783-20-2) does dissociate in aguacous
solution to a degree, the product does not fully dissociate to ammonium hydroxide {or aqua ammonia)
{CAS RN 1336-21-6), nor does it convert to ammonia {CAS RN 7664-41-7, EPA PC 5302), wkich is 2
gas. Regardless of whether the ammonium ion from ammonium sulfate is expected to stabilize chlorite
from sodium hypochlorite and monochloroamine, the product for which this submission is made
contains an aqueous solution of ammonium suifate. As such, Nalco has identified the active ingrzdient
as ammonium suifate and has developed this application on that basis. Should the Agency balieve
otherwise, Nalco would be glad to discuss it further. Nalco has conducted the necessary testing with

ammonium sulfate and/or referenced data on that compound,

WASHINGTON ¢ NEWYORK o CHICAGO » PHOENIX = LOS ANGELES + CENTURY CITY = LONDON o BR%QS e BEIJING



Velma Noble
December 23, 2010
Page 2

Despite the identification of the active ingredient as ammonium sulfate, Nalco is relying upon existing
Agency decisions regarding this compound and its dissociation products, which have been used to
support multiple decisions. In particular, see the tolerance reassessment for mineral acids and associated
salts (EPA-HQ-OPP-2002-0162-170), RED and registration review decision documents on mineral
acids, decisions regarding related compounds such as ammonium nitrate (inert ingredient for food use),
and decisions regarding ammonia and ammonium ion from similar compounds, determination by FDA
that ammonium sulfate is a GRAS material when used as a direct food additive (see 21 CFR 184.1143).

This is a PRIA action {Action Code A420). Documentation of prepayment of the PRIA fee is attached
to this letter.

Nalco Company is conducting a storage stability and corrosion characteristics study to address OPPTS
guidelines 830.6317 and 830.6320. A final report will be submitted upon completion of the study. We
request that submission of the final storage stability report when completed be a condition of
registration.

Enclosed with this application please find:

EPA Form 8570-1, application form

EPA Form 8570-34, Certification with Respect to Citation of Data
EPA Form 8570-35, Data matrix (Agency Use and Public File Copies)
EPA Form 8750-4, Confidential Statement of Formula

Five (5) copies of the proposed Iabeling

Transmittal Document

Three (3) copies of each submitted study

A e

Please contact me if you have any questions or require any additional information.

Sincerely,

Juli Mann
Paralegal Specialist
jmann@steptoe.com
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T ANSMITTAL DOCUMEN

Submitter

Nalco Company
1601 West Diehl Road
Naperville, [I. 60563

Regulatory action in support of which this package is submitted
Nalco 60620, EPA Registration No. 1706-
New product registration

Transmittal Date
December 23 2010

Submitted Studies

MRID

— Administrative Materials

Doc 1 Mann, J. 2010. Nalco 60620: Product Identity and
Composition (Group A). Report No. 60620-Group A. 20
pages. Contains Confidential Business Information.

Doc 2 Sinning, D. 2010. Ammonium Sulfate: Preliminary Analysis.
Study No. 3430-09, 24 pages.

Doc 3 Mann, J. 2010. Nalco 60620: Physical and Chemical Properties
{Group B). 6 pages.

Doc 4 Elliott, T. 2010. JO694: Determination of pH, Viscosity, and
Density. ABC Study No. 65625. 28 pages.

Poc 5 Brown, E. 2010. Nalco 60620: Acute Toxicity. Report N2010-

AT. 5 pages.
Doc 6 Hasler, T. 2010. J06D4: Acuwe Toxicity to Water Fleas

{Daphnia magna) Under Static Conditions. Study No.
1151.000.110. 43 pages including 3a.

Boc?7 Hasler, T. 2010. JO6D4: Acute Toxicity to Bluegill Sunfish
{Lepomis macrochirus) Under Static Conditions. Report No.
1151.000.100. 45 pages including 3a.

Doc § Hasler, T. 2010. JO6D4: Acute Toxicity to Rainbow Trout
{Oncorhynchus mykiss) Under Static Conditions. Report No.
1151.000.103. 45 pages including 3a.

Doc 9 Stafford, J. 2010. J0694: Acute Oral Toxicity Test (LD50) with
Northern Bobwhite {Colinus virginianus). Study No.
2009.4100. 52 pages.

Mann, J. 2010. Nalco 60620: Discussion of Applicator

Do 10 Exposure Data Requirements. Report No, N2010-AE. 6
pages.
Doe 11 Hill, D. 2010. Nalco 60620 and Nalco 60615: Discussion of

Residue Issues That May Occur in Pulp and Papermill.
Report No. N2010-Res. 14 pages. Contains confidential
business information.
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Company Official Qﬁt "/Mﬁ/vw\__

Company Name: Steptoe & Johnson, LLP., Authorized Agent for Nalco Company
Company Contact: Juli Mann

Mailing Address 1330 Connecticut Ave., NW, Washington, D.C, 20036

Phone Number: 202-429-3095
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Piease read inslructions on reverse before cor "}:‘ng Jorn. Form Approvggl OMB No. 2070-0060, Approval expires 2-28-95

"United States P __j(egistraﬁon OPP Identifier Number
EPA Environmental Protection A gency [ 1 Amendment
Washington, DC 20460 [ ] Other
Application for Pesticide — Section I

1. Cnngnyl[’rcﬁmt Nuamber 2. EPA Product Manager 3. Proposed Classification
1706- - ] Velma NUb]E MNone D Resn‘icted
4. Company/Product {Name) PM#
Nalco 60620 31
5. Name and Address of Applicant (Inciude ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)
Nalco Company (b)(i), my product is similar or identical in composition and
1601 West Diehl Road labeling to:
Naperville, IL 60363 EPA Reg. No.

L] Check if this is a new address Product Name

Section - 11

|:| Amendment - Explain below. |:| Final printed labels in respense to

|:| Resubmission in response to Agency letter dated Ageucy letter dated ___

|:| Notification — Explain Below.

“Me Too” Application
IE Other — Explain Below.

Explanation: Use additional page(s) if necessary. (For Section 1 and Section I1.)

Application for registration of new product. PRIA Action Code A420, PRIA fee $57.882.00.
Contact for PREA and for application: Juli Manu, Steptoe & Johuson, LLP, 202-429-3095, jmann @steptoe,com.
Prepayment tracking 1D {Agency): 74161657639

Section - I11

1. Material This Product Will Be Packaged In:

Child-Resistant Unit Packaging Water Soluble Packaging 2. Type of Container
Packaging |:| Yes |:| Yes D Metal

[ ves No No [X] piastic

v
No [ 1 Glass
. . . If "Yes” Ne. per If “Yes” No. per
B
C'e."tlﬁ(.‘atmn; Unit Packaging wgt.  Container Packaging wgt. Container Paper
must be submitted \ Other (Specify) bulk
3. Location of Net Contents Information 4. Size(s) Retail Comaincr 5. Location of Label Directions
330 gal plastic 1ote; 400 gal plastic tote; bulk ‘E On Label
o .
[ Label Container [ 1 on Labeling accompanying product
6. Manner in Which Label is Affixed 10 Product D Lithograph ‘:I Other
E Paper Glued
D Stenciled
Section - IV
1. Contact Point {Complete items directly below for tdentification of individual 10 be comtacted, if necessary, 1o process this application.. }
Name Title Telephone No. (Include Area Code)
Tult Maun Paralegal Specialist 202-429-3005
Certification 6. Date Application

I certify that the statements [ have made on this form and all attachments thereto are troe, accurate and complete, | Received

acknowledge that any knowingly false or mislending statement may be punishable by fine or imprisonment or both (Stamped)

under apulicable law
2. Signatuy 3. Title

ndda (Q Y= Staff Product Chemist

4. Typed Name ¢ 4 5. Date
Linda J. Fane Dec. 23,20t0
EPA Form 8370-1 (Rev. 3-94} Previous editions are obsolete. White —~ EPA File Copy (original}  Yeilow — Applicant copy
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